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PROCEEDI NGS
MR, SPARKS: M nane is Larry Sparks.
"Il be nbderating today. W' ve been delaying a

little bit to try to get these lights killed up
here so that you can see the presentations that we

have pl anned for you this norning.
In the nmeantine, let ne say welconme to
this public nmeeting on our select agent rule and

make a coupl e of announcenments. There is no food
and drink allowed in the auditorium Secondly, we

have a public comrent period scheduled |ater after
t he break, and sone fol ks have signed up to give
their statenents. W probably will have nore tine

than we allotted. So if anyone here would like to
in fact make a 2-mnute public statenent about the

regul ati on, make comments to us, suggestions, if
you will go to the registration table, you can sign
up, and we will pernmit a last-mnute signup on

public coments, because there is in fact tine
avai |l abl e.

As | think nbst of you know, this

regul ati on has been on a very fast track. It was



put on public display a week ago today in the
Federal Register, up on the CDC and APH S Wb sites
| ast Tuesday, and published in the Federal Register

Friday. Because of the advanced notice and ot her
things that are required for a public neeting, we

sort of had to take a chance as to whether this
public neeting would occur in a reasonabl e anpbunt
of time vis-a-vis the actual publication of the

reg.
There's not as nmuch tinme between those two

events as ideally I think we would |like to have and
maybe you would Iike to have. But we decided to go
ahead with this nmeeting today to offer an

opportunity for you to hear sone brief
presentations this norning, giving sone overvi ews

of the two regs, an opportunity for public coment,
and I'll say nore about that in a nonent. And al so
this afternoon, a question-and-answer period, with

many of the people who were on the |Interagency Wrk
Group, who hel p devise many of the key policies

that are reflected in these regul ati ons.

This is just really the beginning of the



public coment period. There's a 60-day period.
And you're not confined to today in making either
an oral statenent or if you have a witten

statement for the record, we will take that at the
regi stration desk and put that in the docket room

for public display.
This nmeeting we are in fact recordi ng, and
atranscript of this will be put in the public

docket and put on display, so this is a part of
t hat process.

As soon as we can get these lights killed,
"Il be back, and we will try to get these overview
presentations for you. Let ne check on that.

[ Break. ]
MR, SPARKS: Ckay, | think we're about to

be able to take care of the lights.
I'"d like to introduce to you Dr. Stephen
Gstroff, who is the deputy director of the Nationa

Center for Infectious Diseases at CDC and is al so
the acting director of the Sel ect Agent Program

He wanted to nake a few wel com ng renarks.

DR. OSTROFF: Thanks, Larry. Yes, |'ll



just nake a couple of quick coments to try to keep
us on schedul e.
| in particular wanted to--now they're

making it dark, so | can't see ny coments.
[ Laughter.]

DR. OSTROFF: Well, we'll just wing it.
| wanted to, in particular, thank Larry
and Mark Hemphill, who is also sitting up here, and

all the other nenbers of the Sel ect Agent Program
It hasn't been a particularly easy 6 nonths. W' ve

been trying to do a lot of things sinultaneously.
For the programitself, we couldn't be
certain of when the new act would actually be

passed by Congress and woul d actually be signed by
the president. W also didn't know exactly what it

woul d |l ook like. And as a result of that, and the
fact that it was so prescriptive, in terns of the
tinmelines that it set out, it's been a very

difficult 6 nonths to try to neet all of the
deadl i nes established in the act itself.

And | know for the user community that

it's been an arduous 6 nonths as well, because



based on when the | aw was signed by the president,
there were certain things that had to happen; for
i nstance, over the summer nmonths, such as the

notification of possession process. And the
revised list of select agents canme out in August.

But | think that, given all the
difficulties of trying to get this all done within
the 6-nonth tinefrane, things have actually gone,

fromour perspective, quite well in a nunber of
different ways. Certainly, the response that we've

had fromthe user community has been, for the nost
part, quite positive, in terns of feedback that we
received regarding the revised list and in terms of

the notification process as well.
And | do think it's inportant to point out

that we did technically neet all of the guidelines
that were set out in the act and had the interim
Final Rul e published and on display by |ast Mnday.

It took a lot of hard work. 1'd like to
particularly thank the nenbers of the Interagency

Working Group that represented 21 different federa

agenci es, who provided a |lot of the scientific and



technical input into the rule that hopefully all of
you have had a chance to take a | ook at over the
| ast coupl e of days.

I'd also like to thank our coll eagues at
the USDA. Again, based on what was witten in the

act, we worked very hard to nake these two rules
|l ook as mrror inmage as possible, so that we could
make it easier for the user comunity to actually

i npl enent the various conponents of the regul ation
And | think that we've pretty nuch succeeded on

bringi ng together two agenci es which, at tines, can
| ook at various things froma different point of
view. And hopefully that has been apparent to you,

that we've tried to nake the rules ook as simlar
as possible between HHS and USDA. And | think over

the long term that will nake it a |ot easier for
us to work together on the agents that are
consi dered the overlap agents, so that we could

make sure that we get applications processed, that
we get revisions and anendnents processed as

rapi dly as possible, and that we get through the

next year to year and a half during the period



where, ultinmately, we have to have a single rule
and joint regulation established.
I'd also Iike to thank Rachel Levinson

Shanna Nesby, who is here, and Jonathan Ri chnond
for assisting with the revision of appendi x F of

t he BMBL, which provides guidance on what |'m sure
wi || be another topic of discussion over the course
of the day, which is the security requirenents, and

being able to get that acconplished and publi shed
as a supplement to the "Morbidity and Mrtality

Weekly Report" within the |ast couple of weeks.
This is an opportunity for you to hear
fromus about sone of the details which m ght not

be obvious to you fromthe actual reading of the
regul ati ons, which were published | ast week, and

nore inportantly, for us to be able to enter into a
di al ogue and to hear from you about your thoughts
about what's been witten in the revised

regul ati ons.
We tried very vigorously to bal ance the

needs not to inhibit the diagnostic work and the

scientific work, which is going on and which we



anticipate will be going on at even greater |evels
over the next year, while at the sane tine
fulfilling the spirit of what the crafters of the

actual act in Congress intended in terns of trying
to extend as well as shore up the safety and

security of select agents. And | think that as we
wor k through the process, we tried very actively to
strike that balance. And | hope that all of you

appreciate that we've tried to do that in a nunber
of different ways, not only in the regul ation

itself, but in particular, in the phased
i npl enentation of the regulation, which will take

pl ace over the next year.

So with that, | think what we ought to do
is try to get started with the program ['Il turn
it back over to Larry, who will noderate over the

course of the day.
Again, we're here to listen to your

t houghts and comments. And over the next 60 days,
hopefully we'll get some good comments back from

the user community and be able to finalize a rule

that meets our needs as well as yours.



Thank you.
MR, SPARKS: Ckay, thank you, Steve.
Wiy don't we just go into this

presentation and review, first of all, a couple of
things that Steve alluded to, how we got here,

rem nd you of the legislation which is sonething
that was our total guidance in devel oping these
regul ati ons.

It was very prescriptive |legislation, as
you know. It was very detailed in terns of the

ki nd of regulation we would publish, how quickly we
had to do that. It prescribed that we would do a
noti ce of possession system creating a nationa

dat abase; that there would be a parallel security
ri sk assessnent by the Departnent of Justice of the

entity and of the individuals who work in those
entities; that the requirenments of the Patriot Act
as to who is in fact a restricted person woul d be

one of the criteria that would apply to that
security risk assessnent; and anyone neeting one of

t hose seven categories--convicted of a felony, et

cetera--would in fact be excluded fromworking with

10



t hese agents; provided for us to nmake exenptions
for certain kinds of facilities, diagnostic
facilities, and others; set up allowing us to

preserve the database from Freedom of Information
so that we in fact would not disclose this

information--it is a classified database, | think
nost of you are well aware of that; also set up
crimnal and civil penalties. As | said earlier

it required to run a notice of possession and set
up the stipulations that these in fact would be a

conpati bl e regul ati ons put out by CDC and by USDA
Those were all an excellent roadmap. The
only problem at |east fromny perspective as one

of the people involved who was trying to foll ow
that roadmap, was the tine el enment of how quickly

we needed to do all of this.
Next slide. For instance, in notice of
possession or interimFinal Rule, those are the

deadl i nes that we were given in those activities.
If we were going to do the notice of possession on

a different tineline, we would have done sone

things like pilot testing, but we didn't have tine

11



to do that. W had to cone up with what we thought
net the requirenents in the legislation and put it
out there, not giving fol ks nuch advanced noti ce,

not giving themopportunities in professional
neetings or other kinds of things to give them

background and information that nmay be woul d have
hel ped them conply on a nore rapid and conplete
basi s.

But in fact, every tineline there has been
nmet with the exception that we've got 24 nonths to

get out a joint regulation, so that tinefrane has
not cone.
Next. W have not tal ked nmuch about that

noti ce of possession and did not want to spend a
whole lot of time on it today, but wanted to give

you sone ideas as to sone of the totals and sonme of
the things that happened there.
We cast a very wide net and sent out to

wel | over 200,000 individuals and entities a notice
of possession that they in fact should reply. W

got over 142,000 replies. W are still l|ooking

t hrough and massagi ng that data, elimnating

12
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duplicates and that sort of thing, but we wll
certainly be done with that. And we got about just
over 1,800 entities or individuals who indicated

that in fact they possess a sel ect agent.
Now, keep a couple things in mnd. The

list of select agents that we used was that list in
42 CFR 72; in other words, the old list, not the
new list. Secondly, that nunber does not take into

account a couple of variables--first of all, the
exenptions that the legislation provided for us.

So that doesn't nmean that all 1,842 of those will
in fact have to cone in and register and be
certified in terns of operating under the new reg.

So we think that many of those facilities
will in fact drop out and that that nunber wll

cone closer to about 817 instead of 1,842, when we
take into account all of the various exenptions
that are allowed for under the regul ation.

On the other hand, with new grants goi ng
out and research in this area, there will be sone

additional new facilities that will enter into the

| andscape that this regulation will inpose. So



it's difficult to say in the end how nmany entities
will be registered, but we think that the | ow
nunber will be 800 and that the high nunber, and

this is a very generous estinmate, would be 1, 000.
That's based on the notice of possession activity.

Next slide. This is how that breaks out
in ternms of those entities, in terns of academn c
conmercial, government and private facilities. The

thing that that slide doesn't show you is that in
terns of actual numbers of who possesses how nany

agents and so forth, that the governnent agencies
woul d cone out very differently if you | ooked at it
fromthat perspective. But this is an overview for

you, just to get a sense of that notice of
possession. As | said earlier, we didn't intend to

make this a long presentation about that. But we
wanted to give you sone feedback on that.
MR MALAKOFF: Is that of the 1,800 or of

142, 0007
MR, SPARKS: Reporting possession, of the

1, 800.

Next slide. One of the things that we
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spent an awful lot of tinme on in devising these
regul ations was that if you |l ook back in the
| egi slation, we were mandated to not, if at al

possible, interfere with current ongoing research
and education. W were in fact to provide for sone

phase-in, and that is a very conplex entity, when
we got to working with that.
The regulation is an attenpt to bal ance

of f two conpeting objectives, if you will, ongoing
research, not interfering with ongoing research and

education on one hand, and facilitating that
research; and then on the other hand, inplenenting
a whol e bunch of new requirenents vis-a-vis safety

and security, especially security, and bringing in
a lot nore people and a lot nore facilities under

the requirenents to register
So how do you bal ance that off? And this,
in one slide, which is probably pretty dense, but

we'll go through this and try to give you a sense
of what that transition period is |like. And

obviously in the preanble and here today, we're

going to ask for public comment on this period.

15



The rul e was published |ast Friday,
Decenber 13th. The effective date of the
regul ations is February 7th, 2003. That's the

effective date of the regulations. However, within
those regul ations, there are different

applicability dates of different sections, when
they conme into play.
So that March 12th is when we anticipate

that if you currently possess these agents, are
currently doing research in these areas, you can

continue to do so, as long as you neet the
mlestones that are laid out here in this tinetable
for phase-in, so that you nmust in fact apply for

registration.
And by saying that, |'m al so saying that

you nust re-register, that you nust apply for
registration by March 12th, 2003, in order to keep
operating. Wen you do that, you will certify that

those el enents of the regulation that were
applicable on February 7th, that in fact you neet

them And they are listed there very broadly in

terns of safety, enmergency response, training,

16
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records, notification of theft and | oss and so
forth.
So you need to | ook at those sections in

particular in the regulation, and recogni ze that
when the responsible official fills out that part

of that application, they're in fact certifying
that their entity is in conpliance with those
sections.

That on April 12th, you will have to have
applied to the Departnent of Justice for the

security risk assessnent for the entity itself and
for the responsible official
That on June 12th--1 m sspoke. You have

to apply by March 12th for the entity and the
responsi ble official. You nust in fact then have

had t hose conpleted on April 12th.
By June 12th, you're going to have to have
the individuals who work in the facilities, you're

going to have to have those reviews in and you're
going to have to have that conpl eted

You're going to have to have a security

pl an devel oped by June 12th, inplenented by



Sept enber 12th, including the training provisions
of the security section
And then, in fact, everything is going to

be conplete. You're going to have to be in
conpliance with all sections of the regulation by

Novenber 12t h.
Now, 1've zipped through this, and in fact
it's pretty conplex. But | think as you read

t hrough the regulation, if you can keep this kind
of tinmetable in mnd and recognize that it is in

fact phased in, that in fact the security elenents
of this have to be |ocked up and that you have to
be in full conpliance with every elenent of the reg

by Novenber 12th, and as |long as you keep on this
tinmeline, as along as you apply for the risk

assessments at the tines required, conplete them at
the tine required, have your security plan devised
inthe timefrane, and in fact inplenmented in the

timefranme, that you can continue doi ng your
research and other activities during the phase-in

peri od.

After Novenber 12th, it's over. After



Novenmber 12th, all the phase-in is over. You nust
in fact be in full conpliance at any tine you cone
intoregister, to apply for registration

Now | anticipate that as you think about
that, there will be questions this afternoon that

you may want to ask in the question-and-answer
peri od about that. Maybe we can hel p you
understand elenments of it that |'msure are

perpl exing at this nonent because it is one of the
nore conplicated el ements here.

But in fact we wanted to provide a
transition period, and we in fact wel come your
comments on this during the comment period. |f not

today, during the 60-day period, please provide us
your witten coments and your reaction to this.

If you are not currently in this business,
and you do not possess, you're not doing research
you' re not doing education in this area, on

February 7th, you're not entitled, very broadly
speaking, to the transition. You're not

transitioning. You in fact need to cone into

conpliance at the tine you apply.

19



And after Novenmber 12th, the transition
period is over, and any application received after
that point nust be in full conpliance with al

sections of the regul ation.
So that | think will be discussed in many

forms. We'll take questions on that this
afternoon. And as | said earlier, we wel cone
coment .

Mark Henphill, who is our chief of policy
in the Select Agent Program w |l take you through

sone of the other aspects of the reg now And then

following that up, APHIS will talk about their

regs.
So that's our agenda this norning.
Mar k?
MR, HEMPHI LL: Since the heart of the
regulation is really the list of agents, I'll start

with that and give kind of a brief overview of how

we got to the final list that's in the Federa
Regi ster notice that was published | ast Friday.

As Dr. Ostroff mentioned, in May of this

year, CDC invited participants from21l federa

20



entities to participate in an Interagency Wrk
Group to make reconmendati ons concerni ng vari ous
aspects of the select agent rule. One priority of

that work group was to review and make
recommendati ons on the select agent |ist based on

the criteria specified in the act. These
recomendati ons fromthe work group were published
in a Federal Register notice on August 23rd seeking

public coment.
The substantive changes that were |listed

in that Federal Register notice conpared to the
previous list was the renpoval of yellow fever
virus, of viruses causi ng hantavirus pul nonary

syndrone and the renoval of afl atoxins.
In that notice, there was a recommendati on

t hat nmonkey pox and herpes B virus be added. There
were al so changes to reflect current taxonony or to
nore precisely define the intent of what was to be

regul at ed.
There were a nunber of comments that were

in general favorable to the changes on the list but

generated a nunber of comments associated with

21



whet her prinmates naturally infected with herpes B
woul d be subject to this regulation. This was the
result of us publishing a Iist wthout the context

of what the exclusions or exenptions will be. And
as you'll see in a monent, we specifically exclude

animal s that are naturally infected with any of the
listed agents from being subject to the
requirenents of this regulation

Next slide, Larry. |In addition to the
vi abl e agents on the list, we also had a

subcomm ttee | ook specifically at the issues
associated with the toxins. As sone of you who
have sel ect agent toxins are aware, currently we

regul ate those toxins based on potency or LD 50
val ues. A recomendati on was proposed that was

published in the Federal Register notice that took
into account not just the potency of the toxin but
al so factored in the quantity of toxin that was at

a facility or entity.
The initial Federal Register notice had

specified that the anmbunts to be utilized in

det erm ni ng whet her one was excluded fromthe reg

22
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or not was the total anmpbunt within an entity.
A nunber of comments were received that
pointed out that within large institutions, this

could unfairly penalize those institutions where
they could have a nunber of principal investigators

t hat woul d have exenpt quantities but in their
totality would then cross a threshold. So in the
interimFinal Rule, we have taken those comments

and changed to reflect that what will be required
as far as establishing those threshold quantities

wi || be based on the principal investigator, that
anount that's under the control of a principa
investigator within a facility.

Next slide, Larry. Also Any Patterson
the director of the Ofice of Biotechnol ogy

Activities, led the Interagency Wrk G oup on a
nunber of di scussions concerning i ssues we faced
with genetic el enents and reconbi nant organi sns.

And in the Federal Register notice, we had nade a
nunber of proposed changes to how we woul d be

regul ati ng those agents.

In bullet 1, it addresses viral nucleic
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acids. And in the original Federal Register notice

you may recall that the wording was to the effect

of full-length nucleic acid fromany of the viruses

listed. W received a nunber of comments that
potential |oopholes could exist if you were to do a

single point mutation. You no |onger had,
technically, the full Iength.
So we reassessed what essentially what we

were trying to focus on, and that is the ability to
create, through the genonme of one of the viruses,

the ability to replicate nore of it through sone
sort of reconbinant technique. And we believe in
nunber 1, where we've specified nucleic acids that

are either synthetic or naturally derived, that are
ei ther contiguous or have been fragnented and then

reassenbl ed, that if they encode for an infectious
or replicative conpetent formof any of the sel ect
agents viruses listed is what we're intent on

regul ati ng here.
So viral nucleic acid extracted in and of

itself would not be subject to the requirenents of

the select agent rule. It would be dependent upon



25
it to be put into a systemas noted there, where
there's the potential to produce replicative forns
of the virus.

Li kewi se, with bacteria, in the Federal
Regi ster notice, we have published verbiage to the

effect of encodes for a virul ence factor sufficient
to cause di sease. W received a nunber of conments
about virulence factor sufficient to cause di sease

of bei ng vague, undefined and these factors usually
are highly dependent on the biol ogical context.

As a result, the work group then
reassessed and concluded that really the only
encoded nol ecul es that would fit the criteria of

sufficient to cause di sease on a consi stent | evel
woul d be those toxins that woul d be expressed from

those organisms. So that's what we've done with
bullet 2, is we've changed the Federal Register
noti ce of August 23rd to reflect, then, that

nucl ei ¢ acids--again, either synthetic or naturally
derived--that encode for the functional formof any

of the toxins that are listed on the list. And

again, we've retained, then, that genetically



nodi fied organisns fromthe |ist would al so be
regul at ed.
Next slide, Larry, please. W also

recogni zed that even though an agent may be on the
list, it may be in a formeither through quantity

or through the way it's treated that no | onger
neets the criteria of being on the list, of being a
severe threat to public health and safety. And so

we provided for a nunmber of exclusions fromthe
list of agents.

The next slide, please. Those excl usions
are agai nst agents or toxins in their naturally
occurring environnent provided that it's not been

intentionally introduced, cultivated, collected or
ot herwi se extracted fromits natural source.

So, again, for herpes B virus, naturally
infected primtes, then, would not be subject to
the requirenents of the regul ation

We also noted that if the agent on the
list had been treated in a manner in the case of an

organi sm have been ganma radi ated or otherw se

treated so that it's no longer able to replicate in

26



t he appropriate host systemor medium then, again
it would not neet the criteria of causing diseases
and being a severe public health threat.

So we recogni zed that dead agent,
i nactivated agent or nonvi abl e agent woul d not be

subject to the requirenents of the regulation. And
i kewi se, for toxins that have been treated in a
manner that changes the confirmation so that it no

| onger has the original toxic properties would not
be subject to the requirenents.

We provided in the regulation the ability
for attenuated strains of agents that have
docunented history of being safe, to allow for the

application of those to be considered to be
excluded fromthe list. And we provided details on

how to provide that witten request to our office
or likewi se, when it's an overlap agent, to USDA
And, again, |'ve already gone through the

t hreshol d anpbunts concept for toxins, where toxins
of less than what's specified in the regul ation

woul d not neet the criteria determ ned by the work

group to pose a significant threat to public health
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and safety.

This afternoon, we hope to have the chair

and co-chairs of the various groups fromthe

I nteragency Wrk Group avail able to answer any
speci fic questions you have on how we cane to the

final list that we have published.

Next slide, please. And then just kind of

a sunmary of what's on the list, at |east from

Departnent of Health and Human Services or CDC s
oversight. Those that are strictly of CDC-listed

agents, there are 20 agents. And al nbst an equa

nunber, 19, that appear on both our list and the

Departnment of Agriculture list, the so-called

overlap list.

Next slide, please. There are a nunber of

exenptions in both our regulation and USDA's.

These stemdirectly fromthe public law. The

exenptions are in one of four cases.

The first one being for clinical or
di agnostic |l aboratories in which the agent is used

for either diagnosis, verification or proficiency

testing purposes,

provi ded according to the statute
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that after that activity is done, that that agent
and that specinmen be either destroyed onsite or
transferred to a registered facility and that the

appropriate authorities are notified of the
identification of that agent.

There's also a provision to exenpt
products that have been either cleared, approved,
licensed or registered under one of various federa

acts. This would prinmarily pertain to |icensed
vaccine strains that are used for the purposes of

the act in which it was |licensed or approved.
There is also the provision for
i nvestigational products, for the application of

those to be considered for exenption. W have a
specific formthat both the USDA and oursel ves have

agreed upon that will be utilized as a single form
to submt for applying for these investigationa
products to be exenpted if they're covered under

one of several federal acts for those purposes.
Lastly, there is the provision for an

energency provision for either a public health or

an agricultural energency, to apply for an
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exenption in those cases where allowed according to
the statute to grant a 30-day exenption foll owed by
one renewal of 30 days.

The next slide, Larry, please. Just
qui ckly to wal k through sone of the other

conponents of the regulation. Again, as with the
current regulation, there is the registration of
the facility or the entity that possesses, uses or

transfers now, as according to the new statute, any
of the listed agents.

There is the requirenent that those
i ndividuals that the entity or the facility has
identified as requiring access to those agents,

that they undergo an el ectroni c database check
perfornmed by the Departnent of Justice. That

dat abase check essentially will be checking to
det er mi ne whet her those individuals are a
restricted person as specified in the USA Patri ot

Act. And if so, they are denied access to the
agent. There area a nunber of other provisions in

the act that also require Departnent of Justice to

check on, things of the nature, for instance, if an
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i ndi vidual has been associated with a group
supporting terrorismor, | believe, sone other
federal crimnal statutes as well.

We retain, again, the concept of an
i ndi vidual serving as the point person for a

registered facility. This person nust be the one
who has been authorized by the facility or entity
to represent the entity for conpliance issues

related to the regul ations.
We require that since this individual wll

have to certify conpliance with the requirenents,
that they will also have to undergo, then, the
Depart nent of Justice electronic database check as

wel | .
There is, again, provisions for devel opi ng

a safety plan and essentially consider the sane
requirenents as is currently listed in our current
regul ation. Those in devel oping a safety plan

i ncl ude of course the biosafety mcrobiological and
bi onedi cal |aboratories, or BMBL, the NIH

gui del i nes, and of course for toxins, as we

currently require, the OSHA standards that are
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applicable for work with toxins as well as the
appendi x | of the BMBL.
We al so have a section on devel oping a

security plan in our reg. These provisions listed
in this section of the reg contain what we feel are

conmon-sense principles and neet the obligations of
the act's nmandate to establish security
requirenents for the purposes of protecting public

health and safety, and to a |large extent, are
directly taken fromthe | aboratory security

gui del i nes publ i shed Decenber 6th in the CDC
publication "Mrbidity and Mortality Wekly
Report."

Next. W al so have provisions in the
regul ation for when an incident occurs, where the

appropriate safety requirenents have not been
followed, such as if there is an incident, a spill
a release, a requirenent to have plans in place to

protect the public health in such events. W have
a conponent requiring training of staff to ensure

that the staff are aware of the hazards in the

wor kpl ace and have been fully trained on the safety

32



and security requirenents for their institute where
they' Il work.
The transfer section has been nodified

sonmewhat. The bhiggest change to that is a
requi renent of prior approval fromeither the USDA

or CDC before a transfer can take place. This
allows us to validate that both parties involved in
the transfer hold a current registration for the

agents that are intended to be transferred.
There's record-keeping provisions in the

new regul ation as well. There are provisions for
toxins, for inventory and quantization of those
toxins. It's recognized that an inventory of a

guantity value woul d not be neaningful for viable
agents, and so we've focused then on docunentation

of who has access to those agents at what period of
time, for viable agents. And that is what we are
stressing there, as the appropriate mechani sm of

assuring oversi ght and record-keeping for
restricting access.

Lastly, there is a requirenent in the act

for the notification of either a theft, |oss or
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rel ease of an agent. This also is incunbent upon
on us to provide this information to Congress on an
annual basi s.

Next slide. Sone of the inpacts we expect
fromthis new regulation, actually the first one,

we do not expect to have, actually, a mmjor inpact.
We believe that nost facilities should al ready be
conplying with the appropriate guidance that's

nationally recognized or the OSHA regulations in
regards to toxins. W feel that obviously the new

conponents of restricting access fromboth a
personnel and physical security are going to be
i mportant inpacts upon the community that's subject

to these regul ations.
And of course, there is the requirenent,

then, for the overlap agents, that facilities neet
both CDC requirenments as well as USDA's
requirenents. And to that end, for the last 180

days, both CDC and USDA have been working extrenely
closely to try to make those requirenents as close

and consi stent as possible.

Next slide, please. And further in



di scussing, then, the coordination with USDA
there's a recognition in the statute that for those
agents that appear on both lists, that the

conmunity has then the discretion to deci de which
agency they will subnit their application packet

to. The application packet is a single packet
agreed upon by both agencies. The statute and our
understanding with the Departnment of Agriculture is

that on the overlap list, regardl ess of which
agency it goes to, it will be shared with the other

agencies to ensure that it nmeets the requirenents
of that other agency and will obtain concurrence
fromthat other agency before the actua

registration certificate is issued.
Next slide, please. Lastly, as Larry

nmentioned, we are seeking coments for the next 60
days, until February 11th, | believe, on specific
provisions listed in the new CDC regul ati on. And

I've listed those appropriate contact places for
sendi ng your witten comments to, and al so where

t he docket roominformation is for contacting for

receiving materials that are placed on display in
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t he docket room
Thanks very nuch.
MR, SPARKS: Ckay, this information is

al so available out at the registration table.
Various docunents that Mark mentioned in his

presentation, there are sanples out at
registration. And if you would |ike a copy, and
don't currently have one or need access to it, you

can sign up and we'll furnish you with copies of
t hose various things.

| was remi nded here that coments are al so
invited on the proposed data collection instrunent.
As Mark nentioned, we have a comon registration

package that will be the sane whether you go to
Agriculture or CDC and will be shared between the

two agencies, and that we in our preanble ask for
conment s.
Witten requests for coments on the data

collection instrunent should be sent to Anne
O Connor, the assistant reports clearance officer

And this is in the reg. And the address is there

inthe rule. They should be sent to Ms. O Connor



This is a 30-day comment peri od.
And she's here today. She's the one that
brought the note.

Anne, just raise your hand, so that they
can see that you're here.

If you would like to discuss this further
wi th her, you can.
I think one of the things that's apparent

fromthe coments that have been given earlier
today, that a partnership with USDA was absol utely

essential in getting us to this point. And Kevin
Shea, who is the director of the policy and program
develop for APHI S is here, and he's going to talk

about their regs.
Sol'd like to wel cone one of our

partners. Thank you.
MR, SHEA: Thank you, Larry. |'mjust
going to make a few coments before Dr. Spencer

makes a presentation simlar to the one Mark nade.
The Congress provided that we woul d have

two separate rules. But it becane pretty clear

that if we were going to serve the community well,
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we had to have these rul es be subsequently
virtually identical, and we think we've done that.
If there's any doubt about the purpose of

that, | think was erased when we had the
notification of possessions returned to us and

there were only 44 ani nal agents that were not
overlap agents. So clearly, there's an overlap of
interest here. And we've think we've made these

rul es substantively identical
Stylistically, they probably | ook

different. And we have 18 nore nonths to figure
that out.
The scientists were able to get this part

straight. W hope the lawers and the witers will
do as well with the next 18 nonths.

So I'd like to introduce Dr. Denise
Spencer, a senior staff veterinarian with our
Veterinary Services Unit, and she will talk about

the agriculture rule.
DR. SPENCER: Thank you. Good norni ng,

everybody. | am Deni se Spencer, senior staff

veterinarian with the Veterinary Services in USDA
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|'ve been working closely with the people at the
CDC on our reg. And today |'mjust going to give
you an overview, a fairly general overview, of what

is in our reg.
The purpose of the act itself is to

prevent or respond to bioterrorismand other public
health issues. After Septenber 11th and the
ant hrax i ssue, Congress asked who had access to

ant hrax and nobody could give them a good answer.
And so, as a result, they worked on the Public

Heal th, Security and Bioterrorism Preparedness Act.
It was signed into | aw on June 12th by the
president. And subtitle Bis the Agricultural

BioterrorismProtection Act of 2002.
The requirenents of the act were to,

first, develop the |ist of biological agents and
toxins for USDA, since we didn't already have a
list conparable to what the CDC had for their

sel ect agent list. Then we had to have a nethod of
notification of possession for those agents;

devel op the registration for possession, use and

transfer, which is what the new reg does; and it
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al so provided for certain exenptions to the
requirenents to be in the regul ations.
| just have here, for your information

the citations in the regulations for the different
parts. The Veterinary Services part is for the

ani mal pat hogens, which would include the overlap
agents. Wth the CDC, it's in 9 CFR 121. Cur
pl ant protection and quarantine section also has a

list of agents that inpact plant health or plant
products, and that is found in 7 CFR 331.

And | think | have the wong citation for
you. | think that's the OT one. ay, 42 CFR 72.
In the devel opnment of our USDA |ist for

ani mal pat hogens, we used several criteria,
primarily. There were several given in the | aw

itself, and then we had di scretion to use other
criteria that we felt were inportant to
agricul ture.

The first, the effect of exposure to the
agent on aninal health, pathogenicity, the ability

to treat the disease or detect it. Also, economnc

i npact was a big factor for USDA agents. And those



agents that have the largest inpact were reflected
inthe OE list, Aand B. Al so, we |ooked
inclusion on the Australian Goup list, which are

agents that have been known to have been
weaponi zed.

This is our list of agents. These are the
overl ap agents that both the CDC and USDA regul ate.
And then these are just strictly Veterinary Service

agents.
Then PPQ had a separate list of criteria

that they used to develop their list of agents: the
ef fect of exposure on plant health and pl ant
products; their ability to detect the agent at an

early stage in collection is very inportant to
them |If that's difficult, then there's the

opportunity for that to spread w thout notice.
They also were interested in regulating only exotic
agents and the econonic inpact inportance of the

host .
So if it's |like wheat, then that woul d be

nore inportant to them because it's such a huge

cash crop for agriculture.
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This is the list of the USDA PPQ agents.

And certainly CDC and VS do not regul ate those.

But they have, like | said, part of the reg.

About the list, the Agriculture list wll
be revi ewed and updated at |east biennially. And

for the overlap agents, we will have concurrence
with the CDC on any inclusions or exclusions or
exenptions or renovals for those agents. Also, we

wi |l accept requests for attenuated agent strains
to be excluded fromthe list, and that is a witten

request that we will review And APH S and CDC
nmust concur on agents that are included on the
overlap lists for themto be excl uded.

The first phase of the | aw was
notification of possession that required that

people notify the secretary of Agriculture if they
possess any of those agents. Notification of the
secretary of Departnent of Health and Hunan

Services by Septenber 10th and all the forns that
were processed for that went to a contractor at a

central | ocation.

During that initial phase, we had an



exclusion for persons that possessed products that
were, contained or bore |isted agents or toxins,
and that had been cl eared, approved or |icensed

under the Food, Drug and Cosnetic Act, the Virus,
Serum Toxin Act, or the Federal Insecticide,

Fungi ci de and Rodentici de Act.
Notification of possession is finished so
that it is not longer a requirement for people to

submt those forns to us. And registration
applications will be sent to people who responded

positively that they did possess agents, and al so
to those people who did not, failed to respond to
the initial mail-out.

And here | just wanted to give you an
overvi ew, a conparison of the difference between

what we currently view for the permtting system
and the registration system how they're different.
Registration is for people who possess, use or

transfer any of the high-consequence |ivestock
pat hogens or toxins, also for the listed plant

agents or the select agents.

Laboratory inspection will be required for



those agents. Security risk assessnent is required
for both the entity and the individual, which is
t he dat abase background check that the Departnent

of Justice will be doing. Also a security and
bi osafety plan is required under the new

regi stration procedure.
For the permtting, what we currently do
is for the inportation or transport between states,

any |ivestock pathogen, we require a permt be
i ssued by APHIS. And for certain agents on that

list, including the high-consequence |ivestock
pat hogens and toxins, an inspection is required.
There are sonme agents, like West Nile virus, that

al so require an inspection but are not on the |ist.
So any of these that possess, use or

transfer any of the hi gh-consequence |ivestock
pat hogens or |isted agents nust register with USDA
APHI S. For the overlap agents, people have the

option of either registering with the Centers for
Di sease Control or with APH S

Entities that possess, use or transfer

overl ap agents nust register with either but not
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both. And also, there are sone cases where people
who transfer agents will not need to be registered,
and that would be, for exanple, in the case of

clinical or diagnostic |abs that have isol ated one
of the agents froma sanple. They are allowed to

transfer that to a registered facility w thout
t hensel ves having to go through the registration

process.

Registrations will be valid for a nmaxi mum

of 3 years. After that tine, they can be renewed.

Ckay, then | wanted to just give you a
general overview of the process, sone high-1Ievel
stuff.

First, the entity has to designate a
responsi ble official, the person who will be the

contact person, as Mark nentioned in his talk.
There is the option for facilities to al so sel ect
an alternate responsible official who will act in

the place of the RO The RO has to subnmit their
personal information to APHI S and al so to the DQJ,

for their security risk assessnent, not only for

t hensel ves but also for their entity, for their
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conpany.
After they get approval from APH S and
Justice, it'll come through us from Justice, then

the ROw Il be responsible for submtting the nanes
of individuals that have a legitinate need to have

access to the agents and al so have the appropriate
training to handl e the agents.
Along with that, the ROw Il have to

submt the information about the facility, include
the biosafety levels for the different |abs and the

equi pnment that they use, as well as information
about the agent, which agents they have and where
t hose agents are stored and used.

The RO is responsible for seeing to the
devel opnent of an inplenentation of the safety and

the security plans.
As gui dance, we have references for the
bi osafety and security plans. | think Mark

probably mentioned these in his talk, the biosafety
and m crobi ol ogi cal and bi onedi cal |aboratori es,

the BMBL. W al so have the USDA security policies

and procedures for biosafety level 3 facilities.
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And that's available at that Wb site, as well as
appendi x F.

| think they already went over the

i npl enentation. They're the sane.
Transfers for the overlap agents, everyone

will continue to use the EA-101 until March 12t h.
For APH' S, where we didn't have a requirenent to
track those, the new form APH S 2041 will be used

for the strictly USDA agents, so it's both plant
and aninmal. And after March 12th, everybody wil|

go to the 2041, which also a CDC nunber. It's the

identical form

Ckay, | just wanted to touch briefly on
exenptions. | know Mark al ready nentioned them
Di agnostic and clinical facilities will be exenpted

under the USDA reg as well, provided they report
the identification of the agent and inactivate or
transfer the agent to a registered entity within 7

days after identification. W are allowing for 90
days for proficiency testing for the different

| aboratories. And facilities that maintain

positive controls viable agents are required to



register.
Products that are contained or bear |isted
agents or toxins and that have been cl eared under

those acts that | nentioned before--FD&C, VST or
FI FRA--are exenpt fromthe registration

requi renents, unless the adnm nistrator feels that
it's necessary to have additional regulation of
those agents or toxins in an effort to protect

ani mal or plant health.
Exenptions for experinental or

i nvestigational products is by application. And
they must be authorized under a federal act.
There's a formto do that, the APHI S 2042. And a

determ nati on of whether to grant or deny an
exenption will be made within 14 days of receipt of

t he conpl ete package, the conpleted form
Cvil penalties, | don't knowif they went
over that. Violations of any provisions in the

regul ations allow for penalties of up to $250, 000
for each person or individual that violates it, and

up to $500,000 for the entity. People who transfer

an agent to sonmeone who is not registered, that's
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knowi ngly, will also be subject to the sane fines
and possibly subject to up 5 years of inprisonnent.
And peopl e who receive the agents and are

not registered are to subject to the sane civil
penal ti es.

And this is just Wb addresses where you
can find additional infornmation on our rules and
find the formand things |ike that, contact

i nformation.
Ckay, | amat the National Center for

| mport and Export, so you can reach nme at that
phone nunber. The plant protection and quarantine
people are also in Riverdale. That's their phone

nunber. You can speak to Dr. Bob Fl anders
regardi ng any plant issues that you have or about

the agents. And then you have the CDC infornmation.
MR, SPARKS: We've nmde the copy of the
Power Poi nt presentation that CDC nade avail abl e,

and we'll get Denise's copy and make sonme copi es.
So if folks want to get sonme of those details,

didn't get notes nmade or whatever, they can do

t hat .
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We're running behind, but I think there
are places where we'll make up for this later. So

we are prepared at this point to take a break unti

10: 45.
[ Break. ]
MR, SPARKS: Ckay, |I'mgoing to call the
nanes of those who have asked to speak. It's a 2-mnute
l[imt. I1'mgoing to call themin
al phabetical order. | have a tinmer here, but |

don't want to really have get into slanm ng down

the gavel and that sort of stuff, so I'll just ask
each of you to cone to the podi umwhen your nane is
called, identify yourself. |If you're representing

an organi zation, please state that, so that we can
get that appropriately recorded. |If you're

representing yourself, that's fine, too. There's
no difference here.
This obviously is not your only

opportunity to coment. |It's the only opportunity
to make a public statenent. W'Il| take a copy of

your witten remarks if you've got them and put

themin the public record. |f you have additiona
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comments that go beyond your public remarks, we'd
be happy to take them and put theminto the public
coment record.

So the first person in al phabetical is
Ronald Atlas. Please use either podium here that

you m ght want.
MR, ATLAS: Good nmorning. M nane is
Ronald Atlas. |'mpresident of the American

Soci ety for Mcrobiology, and | wish to offer these
comments on behal f of the society.

G ven the very short period of tine that
we've had to ook at the interimrules since their
publication, what |I'mgoing to present are sone

general comrents. W will later submt nuch nore
specific coments for the record during the conmrent

peri od.
We have a nunber of general concerns. One
of themis that although regulation includes a

phase-in or transition period for a nunber of
requirenents, it's not clear to us that we're

really going to be able to neet all of the

requirenents in tine to keep the | aboratories
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functioning. And particularly since this wll
occur during the period when there will be
significant new NIH fundi ng avai |l abl e and new

projects conmng online, there is concern that, in
fact, we will be able to achi eve the necessary

registration.
Particularly we're concerned about the
| egal requirenent for clearance under the

bi opr epar edness act and the regul ati ons which
i nvol ve the Departnent of Justice. W note that we

don't think the Departnent of Justice is
represented here today, which | think adds a bit to
our angst about this.

The requirenent for the security risk
assessnment, as specified in the regul ations, does

not give the specific infornmation that we're going
to have provide to the attorney general. It
doesn't identify the process for the subm ssion of

information. There's really no specific tineline
for action, other than the 1-month period during

whi ch we have to submit and clear initially for the

entity and the responsi bl e organizationa
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representative and subsequently for the
i ndividuals. Depending on how nmany individuals are
involved in the specific information, this may be a

significant problemin neeting the requirenents of
t he regul ati ons.

Anot her area of concern is that the
regul ations begin to proscribe certain experinents
that we will not conduct. There are two listed in

the CDC regs. There are nore for comment in the
Agriculture regulations. The two proscribed appear

to come fromthe NIH guidelines, which in fact is a
living docunent that changes. But by placing these
within the confines of the regulations, we lock in

on certain experinents that should not be
conduct ed.

The fact that we've been asking Ag to
increase that list to comment on further, again, is
an area of concern. | think we would probably

prefer to see the regulations reference the NIH
gui del ines or other such guidelines that are in

fact subject to periodic review and sinply say that

we will conply with those guidelines, as opposed to
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trying to repeat and proscribe experinents.
The toxin exclusion is interesting in that
it is based on the Pls and we suspect, as was

indicated this norning, that will nean that a fair
nunber of institutions will not have to register as

the quantities in an individual principa
i nvestigator control nmay be | ow.
Wth regard to the biosecurity

arrangenents, leaving it to the institution to
develop their own security plan that is tailored

for their own activities is in fact quite
attractive. But not providing the guidance of who
is going to actually judge the adequacy of those

plans in fact can cause probl ens.
If an institution were to invest $100, 000

in a security systemonly to find that that is not
the systemthat someone on an inspection w shes to
see, we will see in fact problenms. | did not note

a provision for preclearance of the adequacy of the
security plan

Further in that area, while each

institutionis free to develop their own plan
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there are certain provisions that are quite
specific. For exanple, in the regulation, the
proposal that all packages entering and | eaving the

area need to be inspected, while there's no
requi renent that we have a guard at the door, I'm

not sure how one acconplishes the inspection of
packages entering and exiting wthout sone
authority to in fact control the gateway to the

ar ea.
Certainly it inplies that no researcher

will enter a |aboratory alone again. And given
that these regulations apply to experinents that
woul d be conducted in BL2 conditions, where in fact

we nay have avirulent strains or genetic elenents
within strains that thensel ves are not dangerous,

that sort of requirenment nmay not be what an
institution would nornally propose, given the
flexibility, but nmay be required to incorporate,

given the specificity of some of those, given--particularly
in the Ag requirenents.

In summary, | think we need to see a | ot

nore detail. W hopefully will have a question-and-answer



period later today that will help
clarify some of the issues. We'Ill be review ng
these very carefully. It seenms like every line is

requiring five to 10 reads to begin to understand
the real inplications. And | think a |ot of us

will be spending a great deal of tinme over the next
days doi ng just that.
Thank you for the opportunity to comment.

MR, SPARKS: Emmett Barkley. Please
identify yourself and organi zation, if you're

representing one
MR, BARKLEY: Thank you. |'m Emrett
Barkely. I'mthe director of the office of

| aboratory safety for the Howard Hughes Medica
Institute, and |' mrepresenting that organization

| have four comrents to nake, but plan to
submt detailed comments |ater
My first comment is that the security and

ener gency response provisions are too stringent for
sel ect agents and toxins not mandated for control

wi thin maxi num contai nnment facilities. These

provi sions are based in part on a GAO report that
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pronpbtes threat and risk assessnents in the
pl anni ng of energency responses to an actua
donestic terrorist incident involving weapons of

mass destruction and on OSHA regul ations relating
to hazardous waste sites. These prinmary sources of

regul atory guidance have little relevance to the
i nadvertent release or theft of select agents and
toxi ns from bi omedi cal research | aboratories.

The security and emergency response
provisions may indeed fail to satisfy the law s

requirenent to be risk-based and to provide the
appropriate availability of biological agents and
toxins for research.

My second coment is that enhanced
coordi nati on between HHS and USDA coul d i ncrease

governmental efficiency and reduce regul atory
burden in conpliance and enforcenent of select
agent regulatory provisions. One registration and

reporting nechani smand one office of conpliance
assi stance and enforcenent should be appropriate to

neet the separate authorities of both agencies.

My third comment is that the interim



regulation clarifies the exclusions for toxins. W
agree that it is appropriate to establish an
aggregate amount for a specific toxin under the

control of a principal investigator.
My |l ast comment is that the performance-based

regul atory approach used to devel op the
interimregul ation for possession and use issues is
appropriate and it will ensure worker safety and

protection of the public health.
The final regulation should continue to

reference existing HHS guidelines for the safe
possessi on and use of pathogens and current OSHA
regul ations for the safe possession and use of

t oxi ns.
Thank you.

MR, SPARKS: M ke Durham Again, please
identify yourself and if you're representing an
organi zati on.

MR DURHAM My nane is M chael Durham
I"'mthe director of occupational and environnenta

safety at Louisiana State University in Baton

Rouge, Loui si ana.
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My comments, I'll try to keep within 2
mnutes. |If you would, hit the gavel when ny 2
mnutes is up, because |I'mgoing to be reading

sore.
We feel that the new regul ations issued go

too far in too short a period of tinme. W
recommend that the regul ations be nodified to
reflect the actual gravity of the various agents

and toxins and the likelihood of harm occurring
fromeach. W feel that each should be covered by

a performance-based standard of care simlar to the
BL |l evels currently in use in other research. W
reconmend, of course, that the tinmetable be

adjusted so that we'll be able to achieve it. And
we suggest that the governnent allocate sone funds

to help us cover the costs of these nodifications.
At LSU, our vet-ned facility hel ped a
nati onal effort against the anthrax. W typed the

anthrax used in the attacks in D.C., New York and
Florida. And so far our reward has been grief,

expense and a large increase in admnistrative

wor k.



We put in $130,000 worth of security
equi pnment in our building and then found, under an
i nspection nmade, we were still [|acking.

Recomendati ons go so far as to recomend
bol |l ards be placed in front of building, concrete

obstructions to keep soneone fromgoing in with a
vehicle and blowing the building up. And this is a
veterinary school, a veterinary clinic. And it has

both research | aboratories and classroons init.
It's also a nmultistory building. |

noti ced that USDA nade their estimtes of costs
based on single-story buil dings.
We feel that in order to conmply with the

gui delines as set up, we'll probably have to build
a standalone facility that can be set up with the

necessary security.
One of our researchers comented that he
felt that these new security neasures were probably

going to limt the nunber of |ocations and
institutions where this research can be perforned.

This would i mredi ately reduce the creativity and

research and will inpede the accumul ation of
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know edge.
At LSU, for exanple, we nap the world for
anthrax. W sorted out what happens at the mcro-

and nmacro-scales. And a grad student even sought
out how virul ence can be neasured or controll ed.

And with three | ab experinments, we can predict the
virul ence without sacrificing any gui nea pigs,
which is fantastic on a nunber of dinensions.

We're al so concerned that it's going to
drive the research out of the country, where we

don't have the information currency to get themto
share it. And of course, we're al so concerned
about the cost.

So that is nmy comments, and thank you very

nmuch.
MR, SPARKS: Thank you for your conments.
| hope | pronounce this correctly. Mark
Gushka. |Is this correct, sir?

MR, GRUSHKA: Thank you. M nane is Mark
Grushka, and I'mthe biosafety officer for the

University of Arizona in Tucson, Arizona.

My comments today are directed to the



wording in part 73.9 relating to responsible
official. | want to acknow edge to the CDC for
recogni zing the inmportance of a responsible

of ficial having the authority to ensure that the
requirenents of part 73 are net on behalf of the

entity. In fact, recomendations are nade in 73.9
that the responsible official be either biosafety
of ficers or senior managenent officials or both.

I"'mfortunate that as a biosafety officer
for the University of Arizona | serve at the

pl easure of the chief research officer, therebhy
vesting ne with the necessary authority to
facilitate conpliance with such regul ations.

Unfortunately, many biosafety officers do not have
the benefit of such a direct reporting relationship

to a high-level managenent official and yet are
of ten designated the responsible official
I'"d like to suggest to the agency that the

| anguage contai ned on page 22 of the recently
rel eased agricultural bioterrorismprotection act

of 2002 be exam ned for conparison purposes. It

reads: We wish to enphasize that the entities
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responsibility to designate the appropriate
i ndividual to be the responsible official--i.e., an
i ndi vidual who has the authority and control to

ensure conpliance with the regulations. To satisfy
the requirenent, a university may chose to

designate the dean of agriculture to be the
responsi ble official rather than the biosafety
of ficer because the dean of agriculture may have

better oversight and authority to ensure conpliance
with the regul ations.

Thi s | anguage recogni zes the seni or
adm nistrative official or manager may be in a nore
effective role to successfully inplenment both the

letter and the spirit of the act. | do not want to
inmply that biosafety officers do a poor job of

i mpl enenting such regulations in their respective
institutions. In fact, oftentines, despite their
| ack of authority, biosafety professionals do a

very conmpetent job of carrying out their critica
functions to both private and public institutions.

My point is nmerely to suggest to the

agency that by naking the | anguage nore consi stent



bet ween the USDA and the HHS regul ati ons, the dual
goal s of safety and security will be nore fully
achi eved.

Thank you very nuch.
MR SPARKS: Bob Haw ey?

DR. HAWLEY: Thank you. Good norning,
everyone. |'mDr. Bob Hawl ey, and |I'mrepresenting
the American Biological Safety Association, ABSA

| serve as a counsel or for ABSA.
ABSA has reviewed title 42 Code of Federal

Regul ations, part 73, and understands and supports
its intent. We will provide nore detailed comments
during the review period and will continue to offer

our scientific, technical and educational services
to legislators and those inpacted by this interim

rule. Further information will be posted at our
Web site, which is | ocated at ww. absa. org.
| thank you very nuch for this opportunity

to provi de coment.
MR, SPARKS: Thank you.

That represents everyone who asked for an

opportunity to nake public comment. | would
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suggest to those of you who took advantage of that
opportunity that we in fact have a recorder here
and we will nake your comments a part of the

record. |If you would like to assure they're
accurate and would give us a witten copy of your

conments, we will be happy to substitute that for
what we are about to do.
Qur next schedul ed event after lunch is a

guesti on-and-answer period, which is schedul ed for
1: 30. Because several of the panel nenbers are not

scheduled to be here until 1:30, | really need to
di smi ss you and reconvene instead of trying to
shorten up the time and maybe shorten up the

neeti ng.
So this concludes the public comrent

peri od. The question-and-answer period wll
reconvene at 1:30
[ Break. ]

MR SPARKS: |f we can take our seats,
we'll get started. It's an age-old axiomthat the

sooner we start, the sooner we finish. W have a

situation where the panel outwei ghs the audi ence
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here.
[ Laughter.]
MR, SPARKS: All right, we have, as you

know, schedul ed this afternoon a question-and-answer
And we have assenbl ed several folks

who are working in the CDC Sel ect Agent Program
working in the equivalent programin Agriculture,
plus several folks here who were either chairs of

the full commttee or subchairs of the Interagency
Wor ki ng Group, who made technical recommendati ons

to us as we put this reg together
So now cones the accountability. They
graciously agreed to be here to hel p answer

guesti ons.
Let's talk alittle bit about this

session. Qur objective here it to help you
understand the regulation. This is not arewite
the reg session. |f you' ve got concerns about the

expl anati on you hear, if you have comments you want
to make, speeches you want to nake, please comrent

to the record. W want to nake this a productive

guesti on- and- answer session
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And what |'m going to do, we nanipul at ed
around this norning, as nost of you know, to have
no light on the screen so that we could do sone

Power Poi nt presentations, and now we're stuck with
that lighting. | assure you that there are

actually people up here. You can't just quite spot
t hem
[ Laught er.]

MR, SPARKS: So |'msorry about the
lighting. Wat I'mgoing to do is start at the far

end and cone around the table here and ask folks to
i ntroduce thensel ves, describe what their nornal
position is in their agency, and describe the

specific role they had in the Interagency Wrk
Group or whatever, so you'll have a sense of the

kind of folks that we've got here. W're one
person short. She was here this norning, and when
| spot her, we'll have her cone on up on the stage.

So, Any, can we start with you? You'l
have to share m crophones.

DR. PATTERSON. My name is Any Patterson

I"'mdirector of the office of biotechnol ogy
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activities within the office of the science policy
within the office of the director at NTH  And ny
everyday duties are as director of the office of

bi ot echnol ogy activities, anong other things, to
provi de staff and anal ytical support to the NIH

reconbi nant DNA advi sory committee.
Wth regard to the specific role in the
sel ect agent working group, | was on the group that

addressed the genetic el enents and the reconbi nant
DNA portions of the regulation. |In addition, our

of fice coordinated and devel oped a cohesive NI H
response to the rule, working with NAIAD and ot her
appl i cabl e conponents of the agency.

MR, SPARKS: Thank you.
MR MTZEL: |'mJohn Mtzel. |I'mthe

section leader for facility inspections for the
USDA Center for Veterinary Biologics. | was one of
the co-chairs for attenuated strains and

exenptions.
MR SPARKS: Ira is not here, so Charl es?

MR MLLARD: |I'mCharles MIllard. |I'm

the chief of the division of toxins and aerobi ol ogy
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at USAMRIID, Fort Detrick. And nmy role on this
conmttee was to chair the subconmttee that | ooked
at toxins.

MR, SPARKS: Ckay, we've net Denise
Spencer earlier today. Do you want to describe

your real job?
DR SPENCE: kay. |'mwith the
Veterinary Services in APH'S, and I'minvolved with

the inplenentation of the reg for USDA. And | was
on the subconmittee for exenptions.

MR SPARKS: Beth Buckl er.
M5. BUCKLER: |'m Beth Buckler. |'ma
seni or regulatory analyst with USDA APH S, and

wote the rule for USDA
MR SPARKS: Kevin we net earlier.

MR, SHEA: Kevin Shea, director of policy
and program devel opment for APHI S. CQur staff
actually wites rules. Beth is the actual witer

of the rule. And in addition, in the audience with
us, who may be able to help, is Shannon, who

organi zed the rule on the behalf of APH S

MR, SPARKS: Ckay, thanks, Kevin.
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St ephen?
DR. MORSE: |'m Stephen Morse. |'mthe
associ ate director for science for the bioterrorist

prepar edness and response programat the CDC. And
| co-chaired the Interagency Wrking G oup and

was al so the chair of the exenptions subconmittee.
MR SPARKS: Janes?
MR HOLT: [I'mJames Holt. 1'man

attorney with the office of general counsel for the
Heal t h and Human Servi ces.

DR ELLIS: Barbara Ellis. [|'ma senior
m crobi ol ogi st with the Sel ect Agent Program
MR HEMPHI LL: She's al so chief of

operations. |'m Mark Henphill. [|'mchief of
policy for the Sel ect Agent Program and was

i nvolved in the work groups as well as the
devel opnent of the reg for CDC
DR OSTROFF: And |'m Steve GCstroff, the

deputy director of the National Center for
Infectious Diseases at CDC. And | guess ny role is

usually to testify before Congress when they have

guesti ons about the rule.

70



MR, SPARKS: Ckay, thank you.
W' ve got a couple nore panel nenbers that
we're expecting to join us. W'Il try to get them

i ntroduced when the cone in.
| thought | would begin the question-and-answer

peri od by answering a question. It has cone
up in testinony and in statenents and in hallway
conversations earlier about the role the Departnent

of Justice. | don't want to present nyself as a
representative of the Departnent of Justice, but we

have been in very constant conmmunication with them-we
nmeani ng ourselves and Agriculture--and are
currently working on a nmenorandum of under st andi ng

bet ween the three departnents to set up how the
security risk assessnent m ght work.

Let me just describe for you--and this
wi || be ny understanding now, coning out of those
neetings--the kind of approach that | think the

Departnent of Justice would like to take. They're
getting ready to put out a multimllion dollar

contract to devel op a database for this activity.

VWhat they envision is a Wb-based system whereby an
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entity, through its responsible official--the RGs
and the individual enployees--can go in and fill
out a questionnaire online and then take that data--and as

you know, the legislation calls for a
background data check, and run the nanmes through

several different databases that they have
avail able to them
If in fact there is no hit--in other

words, a nane passes through there and there's no
i ssues raised--this is a matter of a very few days

fromthe tine that the individual goes into the
systemand it cones out the other end, having gone
t hrough t he dat abase check.

We anticipate at this tine--and renenber,
I'm not speaking for Justice here, but |I think it

is their intention, in ternms of their current
planning, to require fingerprints. And they're
wor ki ng out ways to do that now. There are

el ectronic ways to do fingerprints. The other
possibility is to go to a local |aw enforcenment or

ot her departnent--for instance, on a canpus it nmay

be that the canpus police departnent, if they're
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approved by the FBI for fingerprinting. And they
will have to go there.
So the inportant issues to be worked out

is, if you read the legislation closely, you wll
note that not just anybody can go in there and say

they want to get this clearance. |In fact, the
facility, the RO has to certify that this is
soneone who needs access to select agents. So the

responsi ble official or an alternate responsible
official will have to go into that same Wb- based

system and using identification nunmbers and so
forth--1 won't go into all the detail at this
poi nt--but a nunber that we in fact will give them

then go through and certify that the person in fact
requires access to the agent.

Again, now follow ng the legislation, the
Departnment of Justice will then nake a
recomendation to us, to the secretary of HHS or

Agriculture. That recomendation, that will take
the formof they' re recomended of they're not

recomended to have access to a select agent. The

final determnation is with the respective
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secretaries of the two departnents.
Frankly speaking, | can't inmgine the
ci rcunst ances under which a secretary of HHS, for

i nstance, would grant access to a select agent if
t he Departnent of Justice has not reconmended it.

But in fact, the way the legislation is set up, the
final determnation is with the respective program
if you will, secretaries.

So as you can see, there is a |lot of
conplexity here. There's a whol e new dat abase,

Web- based dat abase system that has been to be
devel oped and the entities are going to need to
have access so that they can certify, and we're

going to have to have access to it so that we know
what the status is, as well as for application

pur poses.
If in fact a person is recommended for
approval, it is our respective departnent's

responsibility to so informthe entity, not
Justice, but it's our responsibility to informyou.

If in fact they are recommended for denial, then

it's our responsibility to informthe entity and
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the individual, and the individual has a right to
have that deci sion revi ewned.
So this is a conplex thing. It involves

t hr ee- department cooperation, which is difficult in
and of itself, and then it also of course involves

the various entities and the individuals who are
seeking to work with these agents.
You will note that when |I went through the

timeframe earlier today, we tried to distinguish
during the transition period between a facility

havi ng to have applied and having been cleared, so
we tried to give atinefrane in there that we
anticipated m ght be a reasonable tinefrane for a

facility to get back the information that their
enpl oyees are cl ear ed.

One thing that we woul d appreci ate coment
on, coment to the record, is that anytine you're
in the business of devel oping a new data system

there can be delays in that, although they are
basing this on a currently operating system for

anot her purpose, so it's not going to be starting

fromground zero. And clearly we don't want to
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make you--1'mpointing to the audi ence--we don't
want to nake the people running these facilities
responsi ble for getting a clearance for their

enpl oyees that can't be done. You can't put that
onus back on the entities.

So our backup position here is that we
woul d publish in the Federal Register a delay of
the effective date for those background ri sk

assessnents if in fact the Departnent of Justice
has not given us a green light that they're ready

to go and process them
Every conversation that we have had with
themis, if and when their systemis up and

operating the way they want, we don't anticipate
maj or delays. But until it's up and operating and

we live with it alittle bit, we don't know.
So this is back to the i ssue we tal ked
about earlier, the balance of maintaining our

ongoi ng activities, which are very inportant, and
i mpl enenting security on the other side of this,

because security has two parts. |It's the physica

security of the building and that, and it's al so
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the clearance of the individuals. And frankly, |
think nost of the security people tell me the
clearing of the individuals is the heart of a

security system
So we woul d appreciate your conment to the

record about your concerns about this in genera
and specifically your feelings about whether this
is a reasonabl e backup approach

But what we would do is conme back into the
Federal Register and announce to you that in fact

this or that section of the regulation would be--
i npl enentation of it or the applicability date is
the technical term | believe, would be del ayed 60

days or whatever appropriate tinme it would take to
be operational

So, again, I'mjust trying to describe for
you our understandi ng of what the Departnent of
Justice is westling with, the direction that we

believe they're trying to go. But if in fact it
called for a delay, that's our rule, that would be

our action to take. And we would solicit your

conment on that, even though it doesn't say that



specifically in the preanble, we still would
appreci ate public comment on that.
I'd be happy to take questions, but I'm

probably just about at the outer limts of ny
know edge on this subject, since |'mnot the

Depart nent of Justice.
Yes, sir?
I would ask that each of you, as we get

into this question-and-answer period to cone to one
of these two microphones and identify yourself so

that we get your question recorded properly.
DR. HAWLEY: Yes, |'m Bob Hawl ey from Fort
Detrick, USAMRIID.

The question | have is, what about the
i ndi viduals who currently hold a top-secret or a

secret clearance, first? And then secondly, what
about the other individuals in the institute who
are currently undergoi ng national agency checks?

How will that marry up with what the Departnent of
Agriculture wants, or HHS, regarding security

assessment? WIIl that be a duplication of effort?

MR, SPARKS: It could be, obviously. But



t he Departnent of Justice, acting under the
legislation, will require an individual, regardless
of whatever other clearances or whatever they m ght

have, to go through this system
Now, in fact, if they're already cleared,

it's going to be probably a matter of hours before
they turn that around. |It's their requirenent.
They're going to request the information on the

i ndividuals that they feel they need in order to
make the reconmendation to us that the individual

have access or not have access to sel ect agents.
We're not setting their criteria for them
One mnor thing. You'll note that the

entity, if it's a federal agency, doesn't have to
be cleared, obviously. That's the only exception

made in the |egislation.
If you'd just hold one second, Dr.
Patterson is going to have |leave early, so | alert

you to that, so that if you have questions that
deal with the reconbinant DNA or that portion of

the regul ation or sone inportant questions we ask

for comment on in the preanble, | would suggest you



get those questions in early.
Ckay, yes, sir?
MR OBRIOT: |1'mKen Goriot fromWeth

Laboratori es.
The question conmes up with foreign

scientists doing work in this country, how
ext ensi ve their backgrounds woul d be? Wuld you be
doi ng investigation back in their hone country?

MR, SPARKS: Well, I'msetting nyself up
here to be the Departnent of Justice spokesperson.

The best | can tell you is that the databases that
they're going to be using would also take into
account the residency of the individual. | think

that's probably |I could and should say about that.
How they handle it may differ, but it

doesn't matter whether it's a U S. citizen or not,
they have to go through the process. And what
Justice does is--1 don't know all the databases

they're going to check and, frankly, | don't think
| shoul d know.

MR, ATLAS: Ron Atlas, Anerican Society

for M crobiol ogy.
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Staying with the cl earance question and
aski ng you, perhaps, or others to be the Departnent
of Justice, if soneone is cleared at one entity but

now visits another entity to do work, do we need to
do a second clearance? It's not clear fromthe

regs how we do that or whether we have to treat
that person as a visitor to that entity to be
escorted, assuming that the other entity is in fact

regi stered.
| can picture in this area that there wll

be a fair number of exchanges anobng | aboratories
working on simlar areas, where the individuals who
have been cleared, let's say USAMRI I D or CDC, and

then they go to a | aboratory perhaps at Harvard or
el sewhere. I1t's absolutely unclear to ne whether

then the other institution has to do a second

cl ear ance.

I f soneone could clarify what the regs
are?

MR, SPARKS: | could nmake an attenpt at
that, but | don't know everything that you--1 can't

answer it fully. I|'msorry.

81



Part of the clearance, | nmentioned
earlier, is in fact the entity itself certifying
that that individual needs access. So if you in

fact are cleared, if you will, to work at the
University of X and then you're going to go over

across town at the University of Y, Yis going to
have to cone in and say you need access in our |ab
So that in fact what you're not going to wal k awnay

is alicense to work with select agents wherever
you want to go. You're going to have to be

connected to a facility and that facility is going
to have to certify that in fact you need access.
Now, the other thing that you could take

into consideration is they can be a visitor at
another facility and we've suggested how peopl e

m ght approach that in appendi x F and ot her places
and how they might treat visitors. So it would be
a judgrment of the facility itself. If it's a

short-termthing, they mght just sinply not bother
with a new cl earance but treat the person the way a

visitor would be treated in your facility. |If it's

| onger termor sem -pernanent or something like
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that, you may chose then to cone back and get a
full second check.
But the second check | woul d think woul d

be pretty rapid, since they had cleared through the
process before. And that's guessing.

And i f anybody el se wants to be a
Depart ment of Justice enployee, step right up
[ Laught er.]

MR, SPARKS: We'll pay you, too.
Yes, sir?

MR BI ENSTOCK: Robert Bienstock
Uni versity of New Mexi co.
Federal and state agencies don't have to

get a facility security clearance, as | understand
it.

MR SPARKS: That's correct.
MR, BIENSTOCK: The state agencies, is
that intended to include state universities or is

that a matter of state | aw?
MR SPARKS: | think that's a matter of

state law, isn't it, Mark? Yes.

MS. SHCEMAKER: Janet Shoemaker with the



Anmerican Society for M crobiol ogy.
| have two questions about the clearances,
and then | have anot her question about the

exenption for clinical |aboratory reporting.
| note in the regulations that the

alternate responsible facility officer, that
there's no required security risk assessnent
required for that individual specifically.

MR SPARKS: W intend for themto do
t hat .

MS. SHOEMAKER: You might want to | ook at
t hat .
MR, SPARKS: It may not be as clear as it

should be, but it is our intention that they would
have. The question was whether the alternate RO

woul d have to undergo the sanme cl earance process as
an RO, and our intention is that, yes, they would.
M5. SHOEMAKER: That's not stated,

actual ly.
MR, SPARKS: And she's pointing out it nay

not be as clear in the reg as it should be.

MS. SHCEMAKER: In the case of the entity
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receiving a clearance, how will that work? |If it's
the American Society for M crobiol ogy being
cleared, who is cleared?

MR, SPARKS: Now you're really taking ne
down the Departnent of Justice path. As we

understand it, there will be in this Wb-based
system a separate part of an application for an
entity, and information about that entity will have

to be provided.
So if it isin fact a private corporation

they will want to know about that. They may in
fact check on who the owner is. They may check in
fact on who the board of directors is. That kind

of thing that you woul d have to check an entity as
opposed to a person. And, again, it will be a

Depart nent of Justice requirenent as to what
i nfornmati on has to be provided.
MS. SHOEMAKER: My third question is about

the reporting requirements for clinical diagnostic
| aboratories. In section 73.62, | noted that in

the inplenentation of the regulation, you're

requiring that diagnostic |aboratories report only
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certain high-risk select agents and toxins and not
all the select agents and toxins, which | believe
is really what is in the provision in the

| egi sl ati on.
MR SPARKS: Yes, | think I'lIl ask Mark to

address that.
MR, HEMPHI LL: Sure. W actually do or at
| east the intent here is requirenent for reporting

of all, but it's a witten requirenent. W felt
that the agents that were identified in 1999 in the

categori zation of agents for public health
prepar edness and response initiatives, the category
A Band Clist--what's represented there is the

category A list, those of highest threat concern
And we felt that those needed an i medi ate

notification for that.
But all agents actually require a witten
notification.

MS. SHOEMAKER: | don't think that's clear
in the regul ation.

MR HEMPHI LL: GCkay. That certainly is

our intent, though, and we'll |look at that, to nmke



it clearer.
MS. SHCEMAKER: And then ny | ast question
is about 73.10 safety, where there is a D, a

reserved section for experinments that warrant
additional scrutiny in the interest of safety.

And going through the legislation, | don't
see where the authority is for this section. Could
sonebody coment on that? There's no express

provi sion for prohibited experinents in the
| egi sl ati on.

MR, SPARKS: Dr. Patterson, do you want to
tal k about our concerns there?
DR PATTERSON:. Well, those concerns

transcend sinply reconbi nant experinents. | think
that section is ainmed at, wi thout nmaking the rule

as it stands overly proscriptive and trying to
envi si on every possi ble experinent that m ght
result in an organismthat nmeets the criteria that

were used in selecting organi sns and pl aci ng t hem
on this list, but rather as data energes, to have

sone mechani sm by whi ch such experinents could be

revi ewed, but without having to nmake the rule as it



stands overly proscriptive by trying to imagi ne
what those experinments mght be. | think that's
the intent of this section.

Mark, do you want to add?
MR HEMPHI LL: No, |I'd just add that under

our current reg, we actually have a prohibition
and so we've actually then term nated that
prohi bition, but couched it in requiring federa

oversi ght of certain types of experinents that are
listed in the reg that are corollaries to what's in

the NIH guidelines and then are seeki ng comments on
if there are other types of experinents that are of
a nature--and we've given sone suggestions of

i ncreased virul ence or changes in host range,
various things of that nature that perhaps should

al so require sone sort of federal review before
t hose experinments take place, to nmake sure that the
appropriate safety and security conditions are in

fact met, just because of the sensitive nature of
the type of experinents being conduct ed.

MR, SPARKS: W have two panelists who

have just joined us.
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MR BERKONER: Yes, Ira Berkower fromthe
FDA.
| think that, if | have the section

correct, 73.10, there are certain experinments that
are proscribed w thout prior approval. And I think

it's very inportant what these experinents are.
One of them woul d be deliberate transfer of drug
resi stance.

The only question we really had about this
was where to put this, but in fact this is

sonething we think is very inportant that shoul d be
revi ewed and social be proscribed unl ess
specifically all owed.

And simlarly, the part in section 2 is
al so a very, very serious and inportant provision

which | think we can defend very strongly as coning
under the intent of the I aw
MR, SPARKS: Ira, would you al so descri be

for themyour role in the Interagency Wrk G oup?
MR BERKOWER: Yes. |'minvolved with

exenptions, particularly in defining when a product

that's exenpt under one of the four provisions for
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exenptions. Two of the provisions involve either
i nvestigational drugs or drugs that are registered,
licensed or approved by a federal agency. And |

was trying to clarify those.
MR, SPARKS: And the other person who has

joined us here, Rachel.
Do you want to just say who you are, what
your real job is and what your role was in terms of

t he I nteragency Wrk G oup?
MS. LEVINSON. M life before. |'m Rachel

Levinson. |I'mthe assistant director for life
sciences at the office of science and technol ogy
policy. | worked with an interagency group on

reconmendati ons for what becane 73.11 on the
security plan.

Most of those recommendations in their
totality became part of appendix F of the BMBL,
whi ch was published on Decenber 6th in the MWR by

CDC.
MR, SPARKS: Ckay, thank you.

More questions?

M5. MCKELSON:. Hello, I'"'md audi a
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M ckelson fromMT. | actually had four questions,
but I'd Iike to go through them-I know Dr.
Patterson has to | eave quite quickly.

But I'd like to thank you all. | think
actually this is really wonderful that you all took

the tine to cone and try to talk to all of us to
explain this regulation. And I think you've al
wor ked very hard, and we appreciate it. | think we

can see the devel opment of the regul ati ons over
time and that we can see a |ot of thought went into

it, and you tried to nake at | east the scientific
part of it as reasonable as possible. And | think
you shoul d be applauded for that. |'ve never seen

anyt hi ng nove on such a short tineline.
My unfortunately four questions are--|

would Iike to know if there's any effort by NIH or
anyone to try to help investigators bear the burden
of the costs of conpliance. |In order to conply

with some of the security issues that are di scussed
in the new appendi x, and in the revised BMBL, it

could be a significant cost to investigators to

renovate and adapt their labs. |'mnot sure



institutions will step up to the mark, but sonebody
is going to have to be |ooking at financing that.
And investigators, in that sense, will have to know

clearly what's expected of them
| also would like to ask and hope that

there woul d be sone effort to publish the criteria
that was used to include or exclude certain
strains. | think some of us are wondering why

things |like herpes B was put in. It would also
hel p us to nmake assessnments in the future as new

t hi ngs cone and new things arise, our investigators
propose research, if we understood the criteria
used. | think some of that was done for the

various categories, A B and C, but sone of other
things it mght be better. The nore information we

have in hand, the easier it will be for all of us
to work together to conply.
Thirdly, | would Iike to plead for the

accuracy of the databases. | know that these will
be very | arge databases. They're already very

| arge dat abases for the EA-101 transfers. |It's

i mportant that that information be accurate. |
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woul d not attest to its accuracy at the nonent.
| do think it's inportant that, in
particular, in the background checks that are done,

that the Justice Departnent nmake every effort to
make sure that their databases are accurate and

that EA-101 transfer any database that is used in
this regul ati on be sonehow -quality-control and
gual ity-assurance be built into it.

| note the lack of a Departnent of Justice
i ndi vidual here on the panel. | think it's a

shane, because many of us have a great deal of
concern about the background checks, about the
timng and frequency and what were to do in the

interimif there is a problem
| know you' ve addressed it, that you have

a backup plan in place. But | think many of the
i ssues that are raised by these background checks
are things that, as an academc institution with

under graduat es, graduate students who cone from
many di fferent countries, these are issues that we

would Iike to see some assurance on.

And fourthly, and |ast but not |east, |



have one question for Dr. Patterson. | appreciate
the changes in the definitions, and in particular
sone clarifications that you attenpted for the

nucl eic acid section. However, | think that maybe
sone of the intent that you had for using the

words, instead of full-length clones or CDNAs, that
were infectious, fully infectious or replication
conpetent, | think that possibly you need to

possibly include a little nore, because there are
many ways to reach that end that do not include

using all of the genone of a, say, a virus. And if
you | eave that definition in place, then many tines
sone of the even gene transfer vectors could be

included in that. | think maybe a little nore
t hought to actually--1 understand what you're

trying to get at, and it's certainly better than
associated with a disease, but is there sonme way
that maybe we coul d and people who will be

commenting on this, but 1'd Iike to hear your
t houghts on that, if you wouldn't mnd. Thank you.

DR PATTERSON: Wl l, | think you hit on

the head the goal that we were trying to achieve hy
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changing this language. But | think we'd also very
much wel cone witten comments with suggested
| anguage, how you think it would be clearer to

conmuni cate this point.
And | think on the point that you

addressed with regard to efforts at NIH to bear
cost for sone of these initiatives, | think that
this is a point of deep thought and consideration

at the agency, not within nmy office, but across the
institutes and centers that are involved in this

research. So | thank you for your point.
MR SPARKS: I'Ill try to renenber all the
el ements of your question

Let me first say on costs that the CDC
bi oterrori sm preparedness grants that go out to

state health departnents, there's a section that
provi des them funds to upgrade their state
| aboratories, and so in fact there is sone funding

for that.
MS. M CKELSON: |'mtalking about

academ c- -

MR, SPARKS: | know. | had one good thing
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to report. Let ne give you that one.
And then | think | will just open it up to
the panel in general, to see if there are any other

conments about cost. But I'Il tell you frankly,
while they're thinking about that, | don't know of

anyt hing specific, unless NIH research grants all ow
for sonething. But |I'msure it would be
specifically related to the research project itself

and probably the same in Agriculture.
So is anyone here anxious to step in and

gi ve any comment on this?
Rachel ?
MS. LEVINSON. [I'mgoing to respond to

that with a question to all of you, that as you
| ook over the details of the requirenents of

conpliance and consult with experts in your
institution in trying to determne what it wll
cost you to cone into conpliance, that would be

useful information for us to feedback in hel ping
wi th the budget proposals.

MR, SPARKS: Ckay, thank you.

In terns of criteria, | mght ask Dr.



Stephen Morse to talk a little bit, if | understood
t he question, since he chaired the commttee that
created the list. That commttee also reviewed all

of the coments that we got when we published the
list and made the revisions that you sawin the

interimFinal Rule.
Do you want to talk a little bit about
t hat ?

DR. MORSE: Ckay, let me first address the
her pes--whi ch was a nonkey B virus, which was one

that you rai sed.
We had virol ogical expertise on the
subcommittee, and we relied heavily on their

conments concerning specific viruses. |If |
remenber right, the coments concerning nonkey B

virus was that, first of all, it causes fatal human
infections. It's a biosafety level 4 agent. It
can be grown to fairly high tiders. And it can be

di ssem nated as an aer osol
And with that, people felt that it should

be on the list. So that was the reasoning behind

t hat .
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Bob, do you have any specific comments?
know that it was Peter Jahrling who was really
pushi ng- -

DR. HAWLEY: No, | agree. The only
situation was it can actually affect--

DR. MORSE: Right, are excl uded.
So it's only the virus itself, people
working with the virus.

Wth respect to the other agents, there
were a series of criteria that were devel oped. |f

| renmenber right, it had to do with infectious
dose, treatnent, whether the infection was
transm ssible or not, public health inpact. There

was a nunber of other criteria that were used to
rate the various agents.

And everything was ranked and we deci ded
whi ch agents would be on the Iist by taking a vote
of all 21-plus federal agencies that were on the

panel . Any dissensions were fully discussed and we
reached a consensus about which agents should be on

the list.

MR, SPARKS: In terns of accuracy of the
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dat abase, we too, the CDC, are in the process of
letting a contract. And we're going to be creating
a whol e new database for this activity.

As far as the Departnent of Justice, all |

can say is |I'll pass that al ong.
M5. MCHELSON: | want to thank you for
your time. | appreciate your answers, and we do

appreciate the tine that this all took

It's nerely in terns of the criteria
question, it will help us in the future. As people

cone up with new ideas and new things, it will help
us nmake better decisions as to whether we need to
talk to you all or whether we can deal with it on

our own.
Thank you.

MR, SPARKS: Sonetines when we're asking a
guestion we're also, of course, naturally, naking a
statement and offering an opinion. And | encourage

you to take those statenments or take those opinions
that you do have and in fact fornmally submt them

as conments to the record, so that we can have

that. We're not going to engage with you in a
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debat e about opinions, but we want to hear the
opi nion, and we'd encourage you to send it to the

record so that we can have that to | ook at.

Yes, sir?
MR, PARENTI: Hi, | have two questi ons.
My nane is Mark Parenti. |I'mwth the office of

general counsel of the Texas A&M University system
My first question is, does the United

States Departnent of Agriculture intend to publish
a list of exenpted attenuated strains? This wll

be useful for our agencies, veterinary diagnostic
| abs, because ny understanding is there are
commonly used strains. And if a list could be

published, that would be very useful. That's ny
first question.

MR SPARKS: So I'Il turn to the
Agricul ture contingent.
And | think maybe for other questioners,

if you've got multiple parts, could | ask you to
just ask themone at a tine, as this gentleman is

doi ng? That way we're sure not to skip over or

gl oss over question nunber three or sonething |ike
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that. So we'll have a little format change here.
Ckay, Agriculture, | gave you time to
t hi nk about it.

MS. BUCKLER: Ckay, | think I was
recruited for this one. The regs state that we ask

that you apply for the exclusion. W wll publish
a notice in the Federal Register, but we were
pretty clear about the fact that it would be Ilinked

to a particular strain and a particular activity.
It's not going to be just across-the-board. So

you'd still need to apply for the exclusion
MR, PARENTI: Okay. M second question
is, my institution has both agricultural research

and human di sease research, and they're oftentines
conducted at the sanme facilities. And we're trying

to figure out what kind of a person to appoint for
our RO In that situation, should it be the dean
of agriculture or a biosafety officer? And

address that to both the CDC and t he USDA
representatives.

MR, SPARKS: | suspect that our pane

doesn't want to answer that question
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[ Laughter.]
MR SPARKS: And the reason is, we
provided in the regulation the flexibility for you

to make that determnation. And we debated a | ong
ti me anong oursel ves about being nore specific, for

instance, requiring that it be a certain type of
i ndividual. And we decided not to do that, and the
reason is that you're in a large university system

but these regul ations cover sone very snal
operations out there, literally momand pop. And

so to then put in a requirenent that it has to be a
bi osafety officer when they sinply don't have that
particul ar set of credentials, or any other, we

felt would be over-regulating, if you will, if
that's an appropriate term these snall entities

out there.
So we kept it broad on purpose. And
doubt if anybody here now wants to come back and

gi ve you specific recomendations. But I'll give
them a chance, if sonebody wants to do that.

It's your decision, | think is the answer.

MR, PARENTI: We're just |ooking for
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gui dance.
MR SPARKS: Either decision is
acceptable, | think.

MR, BI ENSTOCK: Robert Bei nstock again,
fromthe University of New Mexico.

|'ve got about four or five questions. |
hope you'l|l bear with ne.
MR SPARKS: | will if you ask them one at

a tine.
MR BIENSTOCK: One at a tine. That

sounds fi ne.
The first is on registration information,
the registrations for facilities that are currently

regi stered that have to be submtted on March 12th.
And the application requires information about

safety, energency and security plans, et cetera.
As to the security plan, the security
plans aren't due until June 12th, so what is being

sought on March 12th to descri be that security
pl an?

MR, SPARKS: If | renenber correctly, you

have to have applied for the security risk
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assessment for the entity and for the RO and you
certify that you have done that.
MR BIENSTOCK: And that's on March 12t h?

MR SPARKS: Yes.
MR, BIENSTOCK: So that's all that's being

sought ?
MR SPARKS: Right.
MR, BIENSTOCK: It's just the application

not a description of the security plan that
pr esunabl y- -

MR, SPARKS: The security plan--1'm doi ng
this fromnmenory now, wthout ny slide--but I
believe that's June. Am| correct?

MR, BIENSTOCK: Correct. June 12th--
MR, SPARKS: You have to have your

security plan conpleted by June and inpl enented by
Septenber. That's part of the phase-in. W know
that nost of the entities are well-prepared to dea

with a safety plan. N nety percent already have a
safety plan. A very high percentage already are in

conpliance with the BMBL and so forth. So we

expect that that can be done and done early in nost
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facilities.
But a security plan may or may not be in
pl ace for nany of these facilities.

And | should also point out, if you | ook
closely in there, if you already have a plan that

the institution has prepared for another purpose--an OSHA
reg or other kinds of things, and we point
out sonme exanples in there--you can use that. You

don't have to create a whol e new one, as long as
you add the specificity needed, just add on what's

needed for that, that particular operation. So you
don't have a whol e separate, freestanding--sane
thing with an energency response plan. |If your

institution already has one in place, it just needs
the specificity for this particular agent in this

particul ar place added to it.
MR BI ENSTOCK: So for the March 12th
application, on the security plan portion, you can

just say that is under devel opment and will be
ready on June 12th.

Al so, on the application for registration

the information about the select agent's nane,
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source and characterization information, can you
gi ve sone guidance as to what is being sought under
characterization information?

MR SPARKS: | would turn to Barbara or
Deni se?

MS. ELLIS: Actually, to both of us.
First and forenost, strain designation, if
it's available, if genetic information has been

published, for instance, sequence information in
GenBank or sonething like that, then GenBank

accessi on nunbers or any other additional data with
respect to genetic characterization of the agents
t hat has been published in peer-review journals.

DR. SPENCER: That information is being
collected for the Department of Justice to help

themif there's an investigation. So any kind of
information that would help themto be able to
identify specifically that agent, that would go in

that area as well.
MR, SPARKS: Ckay, another question?

MR, BIENSTOCK: Wth regard to transfers

that will now require prior CDC approval, can you



107
give us a sense of what the turnaround tine wll
be, to help us with planning?
MR, HEMPHI LL: Well, obviously this wll

be a learning curve for everybody invol ved. But
we' ve already increased staffing to address the

influx that we're anticipating for this. W also
have contractors onboard that have the appropriate
security clearances to assist us in this process.

It is our hope that we will evol ve
eventually to a Web-based system but obviously

associated with this are security concerns, so
initially it will naintain a paper base as we
currently have it. And we're devel oping the

resources to deal with that initial phase before we
get to an el ectronic subm ssion form

MR, BIENSTOCK: And |I'masking this not as
a coment but really as a question. Should we be
thinking 1 week? Should we be thinking 1 nmonth?

nean, what order of nmagnitude are we--
MR, HEMPHI LL: No, no. W' re considering

days here for this.

MR BI ENSTOCK:  Thank you.



And then finally questions about changes
in the registration. | had some questions in the
regs.

First, the regs seemto require
notification of certain changes in the registration

application. The preanble tal ks about prior
approval with regard to changes. So that was
uncl ear to ne, whether certain changes nust get

prior approval and other changes nerely require
notification.

MR, SPARKS: Was that in the CDC reg?
MR, BIENSTOCK: In the CDC reg, yes.
MR SPARKS: Mark?

MR, HEMPHI LL: Any change to the
application that's submtted--for instance, a

change in | ocation where an agent will be worked
on--changes actually then the information we have
to ensure that that |ocation neets the

requirenents. So that's why we're asking then for
that information to be submtted. So it's really

any change that occurs to the information that

we' re asking on that application, that we need an
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update of that so that we can assure that it neets
t he requirenents.
MR BI ENSTOCK: And then one fina

qguestion, if | nay.
MR HEMPHI LL: I'msorry. To nmake it

clear, then, yes, it does require pre-approval,
then, for that. And we'll send back, then, that,
yes, we've updated your application based on the

i nformati on subm tted
MR BIENSTOCK: And then one fina

guestion. In the Ilist of exanples of things for
which we need to notify you if there are changes
was i ncluded protocols and objectives of the study.

And yet | didn't see that protocols and objectives
were listed as being required for the application

itself. So | found that a bit confusing

MS. ELLIS: Actually, we do request a very

brief statenment with respect--specific protocols we

don't particularly want. But we have to have a
feeling for objectives of the study in order to

ascertain things such as if the biosafety level for

the particular agent is appropriate. So we do
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request a very brief statenent in the new
application, as we do in our current application
under part 72.

MR BI ENSTOCK: Thank you.
MR SPARKS: Yes, sir?

MR. CANTONE: Frank Cantone, Cornel
Uni versity.
| have several questions. Probably the

first couple can be answered pretty easily.
Is there any distinction nade with

subunits of various toxins? For exanple, botulinum
toxin with a light chain and heavy chai n?
MR MLLARD: W intentionally were

interested in capturing the toxin in its active
forns. So inactive conponents of toxins are not

t hemsel ves toxins.
MR, CANTONE: Ckay. Currently we have a
facility that is registered, but they only work

with the Iight chain of botulinumtoxins, so they
woul d eventually drop out; is that what you're

sayi ng?

MR, M LLARD: Under the regul ation of



toxins, yes. Now, there are provisions in the
regul ation for mani pul ati on of genetic el enents,
probably sonebody el se should speak to that. But

those certainly would drop out in terns of toxins.
They woul dn't be regul ated as toxins.

MR, CANTONE: Okay. Next question, you
tal ked about inactivated, nonviable agents or
toxins. Are you requiring docunentation as to how

that was conpl et ed?

MR, M LLARD: No, because they're excluded

fromthe list.
MR, CANTONE: Ckay, but who defines
whet her they're inactivated or nonviable? That's

what |'m asking. Who nmakes that definition?
MR M LLARD: You do.

MR, CANTONE: Ckay, fair enough
And the big question, if the panel could
address what is considered access and who is

consi dered access to agents' areas, actual agents
t henmsel ves?

We had sone |unchtine di scussi on about,

for exanple, custodians who cone into the
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| aboratory to enpty the waste containers. Are they
consi dered havi ng access to the sel ect agent that
m ght be locked up in a freezer, for exanple?

MR HEMPHILL: To start off with, we've
added in our regulation sonme provisions of guidance

for that, where if, for instance--and | believe
this is also in the MWR published on Decenber 6th.
But certainly in our reg, we provided gui dance

where if there is somebody who is authorized, has
recei ved the DQJ cl earance and is there to nonitor

the custodial staff or visitor to that area, as
long as they're constantly nonitored by sonebody
who has al ready been approved, we're giving

gui dance then that that janitorial staff or
tenporary person in there does not have to have a

cl ear ance.
But if they have access to that area and
do not have sonebody nonitoring or supervising them

that al ready has a cl earance, then they woul d have
to obviously have their background check through

DQJ before they're really allowed access to that

area.
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MS. LEVINSON. | think that really says
it. It gives you the leeway to determne what is
appropriate for your facility. [If you don't want

to have a nonitor present, or if they're going to
be there at a tinme when a nonitor can't be present,

t hen you should go ahead and get themcleared. But
it really is up to your discretion as to how you
want to handl e that.

| think it's still, if init's in that
facility, within the containment facility, it

depends on what ki nd of provisions you have for
locking it away, if you determne that that's
sufficient. But | think still, if it's within the

contai nnent facility, and you have someone there
that's unnonitored, that you'd want to be very

clear that--when you say locking away is truly
| ocked away.
But | think someone who has done a site

visit for that specific question should really
answer that.

MS. POULAKI DAS: |'m Jennifer Poul aki das

with the University of California. |'ve got a
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coupl e of questions for the panel.
One question is, would you be able to
provide us with any specific clarity on the timng

of these background checks? Can we be assured that
t he background checks won't take | onger than 30

days, for instance?
MR, SPARKS: Well, in my newfound capacity
in the Departnent of Justice--

[ Laughter.]
MR, SPARKS: | stepped into this. | don't

know why.
Based on conversations with them every
person goes through what they describe as a no-hit.

It should be just a matter of days. Now, if there
is ahit, if sonething comes up in that data check,

then all bets are off. Then they're going to have
to go and do nore investigation to find out why in
fact sonmething canme up to the radar screen.

And we don't know. W haven't had
experience with it yet, what percentage. | nean,

that would be the next question if | was standing

there. [1'd ask, Well, how nany of that is it going



to be?
| don't know whether that's 1 percent or 5
percent or what percentage it mght be. But there

in fact will be people who are recommended to have
access, people who are recomended to not have

access, and there will be sonme pending. W are
hoping that that's a very small nunber. And if
they're in fact denied, then they have the right to

have that revi ewed.
MS. POULAKIDAS: So that's ny second

guestion. Could you wal k through that review
process?
MR SPARKS: Yes, | think so. Janes, |'m

probably going to rely on you, since he's the
attorney with the programand in fact will be

responsi ble for that process.
MR HOLT: |If the recomendati on cones
back to deny, and the secretary in fact denies, two

letters will go out. One will go out to the
entity, advising the entity that person has not

been granted access to the agent, access was

requested, and that's all. The second letter will
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go out to the individual who requested access, and
that will explain in general terns why access has
been deni ed.

That person then has a right to submt to
the secretary who deni ed them access a request for

review, and any docunentation or information that
they believe can correct, if they believe a m stake
has been made or any matters of mitigation, if that

woul d be appropriate. "I was convicted of a
felony, but it was 30 years ago and it was stealing

a car," that sort of thing.
The secretary will then forward that to
t he Departnent of Justice and ask themto consider

the information provided. And then the departnent
will conme back with a recommendati on based on that

subm ssion, either staying the same or changing it.
And then the secretary will have to make his or her
deci si on based on the information submtted and the

Depart nent of Justice review.
At that point, the notice will then go

back to the individual who asked for a review,

ei ther denied or now accepted. Once that has
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happened, that's final agency action.
MS. POULAKIDAS: So, just to clarify, M.
Holt, it sounds |i ke soneone can appeal an original

deni al based on either m staken identity or
mtigating circunstances.

MR HOLT: Yes.
MS. POULAKI DAS: (Okay, so both those
criteria.

MR, HOLT: For any reason they think is
appropriate. You've got the wong person, being a

menber of the Red Cross shouldn't disqualify ne,
for whatever reason.
MS. POULAKI DAS: And do we have any sense

of that timng, the appeals or review process
timng?

MR HOLT: No, not yet.
V5. POULAKI DAS: kay.
MR, SPARKS: W have virtually no

experience with it.
M5. PQULAKI DAS: Right.

MR SPARKS: And | think it's safe to say--1'm

| ooki ng over at Beth--that it really won't
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matter whether it's a U S. Departnent of
Agriculture or a U S. Health and Human Services
denial. The process is virtually the sane, and

it's going to go back to Justice and ask themto
re-review and take this information into

consi deration, as Janmes described it. So it should
be virtually the sane process, regardl ess of which
secretary deni ed access.

MS. POULAKIDAS: And to go back to your
original answer for how long this would take in the

first place, you said as long as there are no hits,
this is informati on from Departnent of Justice, as
long as there are no hits, it would only be a

matter of days. Can we estimate that to be | ess
than a week?

MR, SPARKS: Sure, if you want.
[ Laughter.]
MR, SPARKS: We think that--what we're in

t he process of doing right now, frankly, is
negotiating an MOU with the Departnent of Justice,

and we're going to ask themto conmit to us a

ti meframe.



119
MS. POULAKI DAS: G eat.
MR, SPARKS: We're going to ask for the
shortest tineframe we can. They're going to ask

for the longest they can. And we'll negotiate
t hat .

I think one thing you should keep in mnd
our current estimate--and |'m not going to swear by
this nunber, but it's our best estimate--is 20,000

enpl oyees in these entities. And | think you can
all think about your own facilities and so forth.

That nunber is going to turn over. This is not as
t hough it's 20,000 people on March 1st and on
what ever date in Septenber we have themall or

virtually all cleared. No. There's going to be
students and others conmng and going. |It's going

to be a churning process, a continuous process.
And | think until we've lived through a year of
t hat, goi ng anything beyond what |'ve already told

you is pure conjecture. |'mnot sure what |'ve
told you is not a certain anbunt of conjecture.

But, | nean, those are the nunbers. If in

fact it turns out to be 20,000 different



i ndi vidual s--thank goodness it is a data check
it's not like a field investigation of all those
peopl e and that sort of stuff.

But until we experience that and see what
in fact the hit rate is and how long it takes to

process that, it's going to be difficult to give
you estinates. And the fact that there are so nany
guesti ons and peopl e are apprehensive about it,

it's all new. None of us have dealt with this
before, at least not in this context.

In private sector when we've asked the
guestion of nmany of the commercial facilities, they
al ready have extensive checks and things that they

do on new enpl oyees, and so they're nore attuned to
it. And maybe in the governnent |aboratories and

so forth, we're nore attuned to it. But | think
for a lot of academic and other institutions, it's
going to be relatively new.

M5. POULAKI DAS: Thanks. | have one | ast
guestion. Do you all plan to el aborate on gui dance

to institutions as they come up with their security

plans, to give the institutions a little bit nore
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of an idea of how these security plans should be
laid out?
MR, SPARKS: | think right nowthe

appendi x F represents the best guidance that |
woul d anticipate having in the near future.

["Il just look to the panel, if sonebody
has sone plans that they want to tal k about.
MR SHEA: | think the rule also calls for

us to provide technical assistance as we are
devel opi ng the plan

MS. POULAKIDAS: Geat. Thank you
MR, SPARKS: Ckay, other questions?
MR OBRIOT: Ken Cbriot fromWeth again

In | ooking over sone of the things that
the governnent will be checking, one of the

guestions says, is the person an unlawful user of
any controll ed substance? Mst people don't put
that down on the formand admt it. So are we then

advocating that we do drug screening or drug
testing periodically of enployees that have these

accesses?

MR, SPARKS: No.



MR OBRIOT: So we just ask them and if
t hey say no- -
MR, SPARKS: You know, | can't tell you

what sources the Departnment of Justice has and what
they' Il be using to check. They may well ask the

person that question, when they answer it or answer
it truthfully, |I don't know But they way well ask
the person that question in their application, and

t hey have their sources for screening.
But we're not suggesting that the entity

is responsible for this.
MR OBRIOT: Al right. WIIl there be any
fees with these checks, do you think, with the FBI?

MR, SPARKS: | don't know. The only thing
| do have a feel for here is that if you go to a

| ocal |aw enforcement to have your fingerprints
taken and then sent, there's often a fee there
that's charged by that |ocal |aw enforcenent, and

that's their option, so there could be a fee.
think that's the nost likely fee. Now, whether

Justice charges sonmething, | don't know.

MR OBRIOT: So you anticipate that
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fingerprints will have to be taken to be sent in?
MR, SPARKS: | anticipate that, yes.
MR OBRIOT: Do you see any civil

background bei ng done, |ike checking for
bankruptcies or that sort of thing? Strictly

crimnal?
MR, SPARKS: They have not told us all of
their data sources and what they're going to check

But | think that's a possibility.
MR, OBRIOT: Thank you.

MR, GARCI A-RI VERA: Good afternoon. M
nane is Andy Garcia-Rivera. | amw th Cornel
University. | have a couple of questions.

On page 16 of the regul ations on security
ri sk assessnents, |'masking for your assistance in

hel ping me identify in a larger institutiona
setting, not your nom and pop operation, who owns
or controls the entity. Wat do you see as

sati sfying the ownership requirenent?
For exanple, Cornell University or any

other university, is it the board of trustees that

we should to a background check on? 1Is it the
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president? Just |ooking for sone guidance.
MR, SPARKS: Well, again, this is back to--
Departnment of Justice will set their application

and what information you have to provide. But I
don't think--this is a guess; |I'mnaking a guess

for you, so don't hold nme accountable--that there
will be a different set of questions for public
institutions versus a privately held one.

Now, | think if it's privately held, you
may well be asked who is on your board of directors

or who owns or that sort of thing. But that's a
guess on ny part, and | probably shouldn't be
maki ng that guess.

MR GARCI A-RIVERA: The interim
regul ations, they're witten in the form of

performance standards. And a concern that | have
is that they're not specific enough, especially in
the area of security expectations and with those

investnents an institution may have to nake. Do
you envi si on naking additional changes in the

| anguage to make sure that we are investing in the

right type of acceptable security systens?
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MR, SPARKS: | don't think there are any
plans to give any gui dance beyond what's currently
offered in appendix F and so forth that |'m aware

of. But we certainly invite comrent to the record.
If you think, for instance, there ought to be nore

specificity in what we require, please make that
conment to the record.
MS. BUCKLER: |'d |like to add that for

USDA, because we have indicated that we wll
provi de technical assistance, if you would |ike us

to review you plan to nake sure that it's adequate
before you start spending any noney, we would be
happy to do that.

MR, GARCI A-RI VERA: Ckay. And one | ast
guestion, this is looking into the future a little

bit. Wat changes do you envision in the current
grant application process, for exanple, with NI H
grants, as a result of these regul ations?

MR, SPARKS: | think what wll happen, and
there are people here who | will ask to correct ne

if I get it wong. |If you apply for a grant to

work with one of these agents, | think you should
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anticipate that one of the requirenents in the
grant is that you in fact are registered to work
with the agent under the Sel ect Agent Program

MR, GARCI A-RI VERA: No other anticipated
maj or changes?

MR SPARKS: | will ask the panel if
anybody el se wants to respond to that?
A person did conme forward

MR DI XON: We're working out the details
of exactly what that will entail, but | think we

all wish we were in a situation--
DR. OSTROFF: Dennis, can you identify
your sel f?

MR DI XON:  Yes, Dennis Dixon. |'mfrom
the National Institute of Allergy and Infectious

Di seases, and |'mchief of the bacteriol ogy and
nycol ogy branch, where we have had many of the
agents under past regulation and future and

participated with the working group here.
So program officers naking awards wll be

working with the awardees on what is involved

there. We also have infornmation on our Wb site



You can go to www. ni ai d. ni h.gov and there are sone
specific sections in there stating what m ght be
expected as we go through that. | think we're

pl anning an update in the next newsletter that wll
say what we have cone to concl usion on on gui dance

for that topic.
But basically with the anard of NI H
grants, the awardee needs to be in conpliance with

all attendant federal |aws, which neans that you
woul d need to be in conpliance with this one as

wel | when the tine cones that the new regulation is
in effect and you're getting grants in that area.
MR, SPARKS: Thank you.

Ckay, anot her question?
MR, PARENTI: | just had a | ast

clarification. M question is to clarify a renark
made by M. Holt regarding the HHS' s process for
appeal i ng approvals. You stated, | believe, that

if soneone had a felony that was a nunber of years
ago that was unrelated, | guess to biosecurity,

that the secretary nay nmake a decision to approve

t hat person?
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MR HOLT: Al | said was that was an
exanpl e of sonething you nmight subnmt as a natter
of mtigation. You nmght cone back and say | was

never convicted of a felony, or if you were in
fact, you mght come back and say | was, but it

shoul dn't be held against me at this point inlife.
And by the fact I'musing that as an
exanpl e shoul dn't be--you shouldn't read anything

intoit.
The Departnent of Justice and the

secretary of Health and Human Services may say that
doesn't matter, it's still serious enough and,
therefore, you don't have access.

MR, PARENTI: The reason | bring it up is
because the Patriot Act states that a restricted

person i s sonebody who has conmitted a fel ony, and
that person, at |east according to the Patriot Act,
couldn't possess one of these naterials.

MR HOLT: You're right.
MR, SPARKS: Ckay, we're coming close to

the end of the allotted tine, so if there's a

guestion, please cone forward.



MR FINUCANE: Hi, |'m Mttt Finucane from
the University of Pennsylvania. | want to talk a
little bit about access al so.

From t he standpoi nt of a question,
understand that it was explained that we're

basically on our own hook as to defining access at
our institution, nmaking it institutionally
appropriate, as | understood Ms. Levinson's answer.

If that's correct, how do | determ ne what
is the appropriate education and experience for

soneone who may have access, and that coul d be
housekeepers, mmintenance staff? Wat sort of
educational experience would they need to have

access?
MS. LEVINSON: There's a section on

training that defines, nore or |less, what the
timng is, the requirenents that everyone who is
deened to be necessary to have access to sel ect

agents woul d have to undergo.
In the discussions that we had in our

I nteragency Work Group, we defined access fairly

broadly, which was that even if soneone is not
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wor ki ng on an agent specifically but is in a
| aboratory where those agents are being used
routinely, then they nust be cleared. They are

deenmed to have access and nust be cl eared unl ess,
as Mark said earlier, they are supervised hy

soneone, there is sonmeone there to nonitor their
activities while they're in that facility.
And all the elements that are part of the

security plan should be included in the training,
and that's part of your plan, too.

MR, FINUCANE: But | guess that doesn't
really answer ny question with regards to the
education and experience for sonmeone to have

access. | just clearly don't understand what the
hell it's doing there, for one, because there are

all sorts of people who may have access to a
facility, such as mmintenance staff, glass washers.
I need to know what sort of education and

experience they need to have access to a sel ect
agent, not saying that they are actively working

withit. [I'mnot saying it's a scientist or a

research specialist who's working in a |aboratory,
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but access.
MS. LEVINSON. Well, | think you're going
to have to determ ne--what the rule says is that

provi sions nust be nade for routine nmai ntenance,
for exanple, to be done. You have the option of

det erm ni ng whet her those people need to go through
t he background check, which would be--and we've
said that it's the background check on the

individuals that really is the heart of your
security plan--to determne that those people are

trustwort hy.
As far as the training goes, that still is
going to be sonething that you decide is

appropriate, depending on how you define and
determ ne who is going to be in those contai nment

facilities. And the training will be based on that
for each individual
Qoviously there is professional training

that you will want to provide to the people who are
working with the agents. That's both safety and

security training. And those are defined through

the BMBL and appendi x F for safety and security.



And then for individuals who are going to be within
those facilities but are not working with the
agents, you're going to have to deci de what

provides you with the ultinmate security, and it
will be part of your training plan

MR, FINUCANE: So it's our decision
MS. LEVINSON. But that decision will be
reviewed as part of--yes. First, yes, that's

right. But it will be reviewed as part of your
security plan, and it will be decided whether or

not that's adequate.
MR FI NUCANE: Ckay.
MS. LEVINSON. If you think that that's

not sufficient guidance for you, after you have
| ooked at appendix F as well, then you should put

that in your comments.
MR, FINUCANE: Ckay. Thank you.
MR, SPARKS: Thank you.

O her questions? |f anyone el se
anticipates a question, |'d ask you to cone on down

now and queue up here, because we're about to

concl ude.
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MR, RAI SBECK: Merl Raisbeck, University
of Wom ng.
|'ve got one that isn't the Departnent of

Justice- -
[ Laughter.]

MR RAI SBECK: Two kind of real dumb sort
of questions. The list that you just passed out
nmenti ons bovi ne spongi f orm encephal opat hy "agents."

Are you anticipating that to include chronic
wasting? That woul d be nunber one.

DR. SPENCER: Not currently, no.
MR RAI SBECK: Ckay.
And secondly, | notice that there was an

exclusion for agents that are in their natura
environnent or sonething to that effect. So how

woul d that be interpreted? |If a researcher
obt ai ned sone cattle that were infected with MCF
which is endemic in our area, and brought them

onsite, are they going to have to be inside of the
lock within the lock within the lock? O can we

just keep themout back in the pasture |like they

were when we found thenf?



DR. SPENCER: In that exanple, you'd be
able to keep themas they were, but only the exotic
strains are going to be on--

MR, RAI SBECK: Right, okay, so if we were
to infect--

DR. SPENCER: If you had sone with
brucella, you could nove that herd w thout having
to have- -

MR, RAI SBECK: | was thinking of MCF
particularly. But we've got--well, you're aware.

We' ve got brucella around the state anyway. But
MCF, for exanple, would be, you know, there's a
herd about 10 miles up the road fromny facility.

If we infected animals with that same strain--in
ot her words, brought it fromthat ranch onto the

research farm-is that now a sel ect agent?
DR. SPENCER: As long as it's not an
exotic strain to the US., it's not. It's not on

that |ist.
MR, RAI SBECK: Ckay, thanks.

MR, SPARKS: All right, last call.

Ckay, this will then be the | ast question
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MR, DURHAM Thank you very nuch. M ke
Durham from LSU i n Bat on Rouge
In the requirenments, it |ists--and

specifically, unless we go beyond this, and | don't
know how you go beyond this and are getting

equi val ent of this--require the inspections of al
packages upon entry and exit.
Is this witten--this is no | onger

performance, right? 1In other words--
MR, SPARKS: That's pretty specific.

MR, DURHAM --every package that goes in
and out has to be inspected.
And who can do that? Can | ask that

guesti on?
MR HEMPHI LL: 1'Ill start and Rachel can

correct me if I'mwong.
The intent of what that statenment is about
i s knowi ng--the expectation that the package is

sonet hing that you're expecting to be delivered.
An unknown or suspicious package you don't want to

bring into a containnment area.

MR DURHAM  Ckay.
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MR, HEMPHI LL: So the purpose here is
really froma security point of viewto know what
you're bringing into the containment area. And if

it's a package that you weren't expecting to
validate, that in fact that's the appropriate

package and you sinply haven't been notified,
before you bring that into the containnent area--it
goes to concerns of potentially--bonbs and things

of that nature.
MR, DURHAM Ckay, it's suspicious

packages conming in, but it indicates here upon not
only entry but also exit.
MR HEMPHILL: |'mnot sure on that what

it was getting to, except perhaps potentially
theft.

MS. LEVINSON. Also assuring yourself that
it's properly packaged and that it's going to a
facility that is registered. These are already

required. That's one of the elenents, | think
fromthe previous transfer law rules that were

pi cked up.

MR DURHAM This is just one that's going
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to be difficult in a multipurpose building, where a
portion of the building is used for research and
the rest of the building is a public facility.

It's going to be hard to nonitor this.
Thank you very nuch.

MR, SPARKS: All right thank you very much
for your questions.
This is Dr. Neshy, who is one of the

authors. Do you mind coming to the m crophone,
because we just want to nmke sure that everybody

heard your conment.
DR. NESBY: | just wanted to nake sure
t hat everyone understands that we're--with the

i ntent of knowi ng what's coming and goi ng out of
the facilities, for the packages coning in, we were

not trying to inply that those packages shoul d be
opened under i nappropriate settings or
i nappropri ate ways.

If you go to appendix F, it gives you a
little bit nore guidance as to what the

expectations are with that.

MR, SPARKS: There's a copy on the table
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outside, and you can sign up if you haven't seen
it, and we'll send you a copy.
DR. NESBY: Appendix F is provided as

gui dance, but we provided a little bit nore detai
to help you understand the intent.

And, Larry, if | can nake one nore conment
while I"'mup here, |I've had a | ot of sidebar
di scussions with fol ks about how they're

accunul ating these databases within their
facilities and record-keeping on their select

agents. And | would just caution, fromthe
security side, to nonitor how you're keepi ng your
records and how you're keepi ng your database and

how secure they are.
Alot of facilities are saying that

they're putting themon LANs, so that their
different | aboratories can feed into them |Is your
LAN secure? Can it be breached? And fromthat

per spective, do sone internal housekeepi ng on your
record- keepi ng and your databases, as you bring

this stuff together.

MR, SPARKS: Ckay, thank you.



| would like to just repeat the thene,
that we are in fact very interested in your
conmments and concerns, and the record is open

Pl ease give us your witten coments and concerns.
DR. OSTROFF: | would only add to that

that particularly in those areas of the preanble
where we are soliciting feedback and coments from
the user community, we really are seeking feedback

and comments.
MR, SPARKS: Ckay, there are no additiona

requests for coment, public coment, ora
testimony, if you will, so we will not have that
session after a break. We will in fact concl ude.

Thank you very nuch for your attendance.
[ Wher eupon, at 2:55 p.m, the neeting

concl uded. ]
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